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Presidential Documents

Title 3—

The President

Proclamation 8508 of April 29, 2010

Asian American and Pacific Islander Heritage Month, 2010

By the President of the United States of America

A Proclamation

For centuries, America’s story has been tied to the Pacific. Generations
of brave men and women have crossed this vast ocean, seeking better lives
and opportunities, and weaving their rich heritage into our cultural tapestry.
During Asian American and Pacific Islander Heritage Month, we celebrate
the immeasurable contributions these diverse peoples have made to our
Nation.

Asian Americans and Pacific Islanders have shared common struggles
throughout their histories in America—including efforts to overcome racial,
social, and religious discrimination. This year marks the 100th anniversary
of the Angel Island Immigration Station in San Francisco Bay, a milestone
that reminds us of an unjust time in our history. For three decades, immi-
grants from across the Pacific arrived at Angel Island, where they were
subject to harsh interrogations and exams, and confined in crowded, unsani-
tary barracks. Many who were not turned back by racially prejudiced immi-
gration laws endured hardship, injustice, and deplorable conditions as min-
ers, railroad builders, and farm workers.

Despite these obstacles, Asian Americans and Pacific Islanders have per-
severed and flourished, achieving success in every sector of American life.
They stood shoulder to shoulder with their fellow citizens during the civil
rights movement; they have served proudly in our Armed Forces; and they
have prospered as leaders in business, academia, and public service.

This month, as we honor all Americans who trace their ancestry to Asia
and the Pacific Islands, we must acknowledge the challenges they still
face. Today, many Asian American and Pacific Islander families experience
unemployment and poverty, as well as significant education and health
disparities. They are at high risk for diabetes and hepatitis, and the number
of diagnoses for HIV/AIDS has increased in recent years.

We must recognize and properly address these critical concerns so all Ameri-
cans can reach their full potential. That is why my Administration reestab-
lished both the White House Initiative and the President’s Advisory Commis-
sion on Asian Americans and Pacific Islanders (AAPI). These partnerships
include leaders from across our Government and the AAPI community,
dedicated to improving the quality of life and opportunities for Asian Ameri-
cans and Pacific Islanders.

Asian Americans and Pacific Islanders are a vast and diverse community,
some native to the United States, hailing from Hawaii and our Pacific
Island territories. Others trace their heritage to dozens of countries. All
are treasured citizens who enrich our Nation in countless ways, and help
fulfill the promise of the American dream which has drawn so many to
our shores.

NOW, THEREFORE, I, BARACK OBAMA, President of the United States
of America, by virtue of the authority vested in me by the Constitution
and the laws of the United States, do hereby proclaim May 2010, as Asian
American and Pacific Islander Heritage Month. I call upon all Americans
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[FR Doc. 2010-10728
Filed 5-4-10; 8:45 am]
Billing code 3195-W0-P

to learn more about the history of Asian Americans and Pacific Islanders,
and to observe this month with appropriate programs and activities.

IN WITNESS WHEREOF, I have hereunto set my hand this twenty-ninth
day of April, in the year of our Lord two thousand ten, and of the Independ-
ence of the United States of America the two hundred and thirty-fourth.
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Proclamation 8509 of April 29, 2010

National Physical Fitness and Sports Month, 2010

By the President of the United States of America

A Proclamation

The 2010 Winter Olympics inspired people around the globe as they watched
elite athletes push their bodies to the limit. Olympic competition showcases
the vibrancy that physical activity can add to a person’s life. Exercise
strengthens both body and mind, and maintaining good health can help
prevent injury and disease. Americans of every age, background, and ability
can weave activity into their daily habits to improve their mental and
physical wellbeing. This month, we celebrate fitness, sports, and outdoor
recreation as both healthy activities and cherished national traditions.

Exercise can help prevent complications from conditions like heart disease,
diabetes, and obesity, which are among our most costly and widespread
health problems. That is why my Administration is investing in the long-
term health of our Nation by encouraging Americans to stay fit. Through
interactive toolkits and programs, the President’s Council on Physical Fitness
and Sports helps motivate citizens of all ages to incorporate physical activity
into their lives. Visit Fitness.gov for more information and resources to
get started.

Involvement in sports and recreational activities offer opportunities for young
people to learn about teamwork, fair play, focus, and dedication. As they
develop into athletes, they acquire time management, goal setting, and leader-
ship skills. At any age, exercising with others also builds lasting friendships
and helps keep individuals motivated and involved.

Our future depends on how we raise and prepare the next generation,
and America’s epidemic of childhood obesity requires our immediate atten-
tion. The Department of Health and Human Services, the President’s Council
on Physical Fitness and Sports, and other members of the White House
Task Force on Childhood Obesity are partnering with First Lady Michelle
Obama’s “Let’s Move” initiative to solve this epidemic within a generation.
“Let’s Move” cultivates the appreciation of nutritious food and inspires
kids to engage in physical activity. It empowers parents and caregivers
by emphasizing their role in making healthy choices for their children
and stresses the importance of access to nutritious foods in our schools
and communities. Visit LetsMove.gov to learn more about this exciting cam-

paign.

During National Physical Fitness and Sports Month, let us recommit to
making healthy choices that will reduce our risk of chronic diseases and
help our families lead longer, happier lives.

NOW, THEREFORE, I, BARACK OBAMA, President of the United States
of America, by virtue of the authority vested in me by the Constitution
and the laws of the United States, do hereby proclaim May 2010 as National
Physical Fitness and Sports Month. I call upon all Americans to take control
of their health and wellness by making physical activity, fitness, and sports
participation an important part of their daily lives.
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IN WITNESS WHEREQOF, I have hereunto set my hand this twenty-ninth
day of April, in the year of our Lord two thousand ten, and of the Independ-
ence of the United States of America the two hundred and thirty-fourth.

[FR Doc. 2010-10729
Filed 5-4-10; 8:45 am]
Billing code 3195-W0-P
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Proclamation 8510 of April 29, 2010

National Charter Schools Week, 2010

By the President of the United States of America

A Proclamation

Our Nation’s future depends on the education we provide to our sons
and daughters, and charter schools across America serve as laboratories
for education. Ideas developed and tested by charter schools have unlocked
potential in students of every background and are driving reform throughout
many school districts. During National Charter Schools Week, we recommit
to supporting innovation in teaching and learning at high quality charter
schools and ensuring all our students have a chance to realize the American
Dream.

Principals, teachers, parents, school boards, and communities are working
together to transform our public schools, and countless children stand to
benefit from the replication of effective education models. In the 21st century,
a world class education is our best avenue to prosperity. The skills and
knowledge students gain in school—reinforced by the love of learning edu-
cators and mentors can foster—can empower young Americans to achieve
their dreams and lead our country in the global marketplace.

The size and scope of the challenges before us require us to align our
deepest values and commitments to the demands of a new age. My Adminis-
tration is committed to helping schools prepare the next generation of leaders
by reaching beyond standardized methods and promoting creative teaching
strategies and learning techniques. By giving all our children access to
a complete and competitive education, we will pass on the American spirit
of limitless possibility to the next generation.

NOW, THEREFORE, I, BARACK OBAMA, President of the United States
of America, by virtue of the authority vested in me by the Constitution
and the laws of the United States, do hereby proclaim May 2 through
May 8, 2010, as National Charter Schools Week. I commend our Nation’s
charter schools, teachers, and administrators, and I call on States and commu-
nities to support charter schools and the students they serve.



24368 Federal Register/Vol. 75, No. 86/ Wednesday, May 5, 2010/ Presidential Documents

IN WITNESS WHEREQOF, I have hereunto set my hand this twenty-ninth
day of April, in the year of our Lord two thousand ten, and of the Independ-
ence of the United States of America the two hundred and thirty-fourth.

[FR Doc. 2010-10730
Filed 5-4-10; 8:45 am]
Billing code 3195-W0-P
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Proclamation 8511 of April 29, 2010

Law Day, U.S.A., 2010

By the President of the United States of America

A Proclamation

For over two centuries, our Nation has adhered to the rule of law as the
foundation for a safe, free, and just society. President Eisenhower, seeking
to formally recognize this tradition, established Law Day in 1958 as “a
day of national dedication to the principles of government under law.”
Each Law Day, we celebrate our commitment to the rule of law and to

upholding the fundamental principles enshrined in our founding documents.

Today, we can travel, communicate, and conduct business around the world
faster than ever before. The theme of this year’s Law Day, “Law in the
21st Century: Enduring Traditions and Emerging Challenges,” reminds us
to draw upon and adapt our time-honored legal traditions to meet the
demands of a global era. The prosperity we enjoy as a Nation of laws
increasingly depends on preserving the rights and liberties not just in our
own country but also in other nations.

In an increasingly interconnected world, legal issues of human rights, crimi-
nal justice, intellectual property, business transactions, dispute resolution,
human migration, and environmental regulation affect us all. The enduring
legal principles of due process and equal protection of the law, judicial
independence, access to justice, and a firm commitment to the rule of
law will continue to allow us to address today’s concerns while anticipating
tomorrow’s challenges.

On this Law Day, I encourage all Americans to reflect upon and renew
our commitment to our legal traditions. By fostering an open dialogue about
law’s role in the 21st century, we help ensure that all people understand,
remain dedicated to, and are protected by the principles of government
under law.

NOW, THEREFORE, I, BARACK OBAMA, President of the United States
of America, in accordance with Public Law 87-20, as amended, do hereby
proclaim May 1, 2010, as Law Day, U.S.A. I call upon all Americans to
acknowledge the importance of our Nation’s legal and judicial systems with
appropriate ceremonies and activities, and to display the flag of the United
States in support of this national observance.
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IN WITNESS WHEREQOF, I have hereunto set my hand this twenty-ninth
day of April, in the year of our Lord two thousand ten, and of the Independ-
ence of the United States of America the two hundred and thirty-fourth.

[FR Doc. 2010-10746
Filed 5-4-10; 8:45 am]
Billing code 3195-W0-P
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Proclamation 8512 of April 29, 2010

Loyalty Day, 2010

By the President of the United States of America

A Proclamation

On July 4, 1776, after the adoption of the Declaration of Independence,
the Continental Congress of the newly formed United States of America
appointed a committee to design a national seal. Our Founders set out
to create a visible symbol of our sovereign country to inspire all our citizens
and to represent us abroad.

An initial sketch depicted a banner bearing the Latin motto, “E Pluribus
Unum,” or, “Out of many, one.” After years of deliberation and multiple
drafts of the emblem’s design, the final seal displayed an eagle with out-
stretched wings, clenching a banner in its beak with those powerful words
emblazoned across it. It became a cherished creed, representing the founda-
tion of our national values. As a union of States and a Nation of immigrants
from every part of the world, we are bound as one people by our adherence
to common ideals: individual equality, constitutional liberty, and the rule
of law.

Over two centuries since our Founders established our Republic and our
freedom, the firm resolve that ran in their veins still courses through our
own. Since then, countless loyal Americans have risen to preserve our
Union and the blessings bestowed upon us. Today, whether singing the
national anthem, watching our flag billow in the breeze, or seeing the
hope in a young child’s eyes, each of us can still feel the patriotism and
respect for one another that defines us as a people. It is the same love
of country that drives our Armed Forces to shoulder the responsibility
of defending our citizens and our values. We will forever stand united
against any force that seeks to divide us, finding strength in our diversity
and inspiration in the sacrifices of our forebears.

The Congress, by Public Law 85-529 as amended, has designated May
1 of each year as “Loyalty Day.” On this day, we honor the legacy of
these United States, and we remember all those who have fought to defend
our freedom.

NOW, THEREFORE, I, BARACK OBAMA, President of the United States
of America, do hereby proclaim May 1, 2010, as Loyalty Day. This Loyalty
Day, I call upon the people of the United States to join in this national
observance, to display the flag of the United States, and to pledge true
and steadfast allegiance to the Republic for which it stands.
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IN WITNESS WHEREQOF, I have hereunto set my hand this twenty-ninth
day of April, in the year of our Lord two thousand ten, and of the Independ-
ence of the United States of America the two hundred and thirty-fourth.

[FR Doc. 2010-10748
Filed 5-4-10; 8:45 am]
Billing code 3195-W0-P



24373

Rules and Regulations

Federal Register
Vol. 75, No. 86

Wednesday, May 5, 2010

This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents. Prices of
new books are listed in the first FEDERAL
REGISTER issue of each week.

DEPARTMENT OF AGRICULTURE

Agricultural Marketing Service

7 CFR Part 1205

[Doc. # AMS—-CN-10-0027; CN-08-003]
RIN 0581-AC84

Cotton Research and Promotion

Program: Designation of Cotton-
Producing States

AGENCY: Agricultural Marketing Service,
USDA.
ACTION: Final rule.

SUMMARY: The Agricultural Marketing
Service (AMS) is amending the Cotton
Research and Promotion Order (Cotton
Order) following a referendum held
October 13 through November 10, 2009,
in which Upland cotton producers and
importers favored the adoption of two
amendments to the Cotton Order. The
amendments were proposed by AMS to
amend the Cotton Order and implement
section 14202 of the Food,
Conservation, and Energy Act of 2008
(2008 Farm Bill) that amended the
Cotton Research and Promotion Act
(Cotton Act). The 2008 Farm Bill
provided that Kansas, Virginia, and
Florida be separate states in the
definition of “cotton-producing state”
effective beginning with the 2008 crop
of cotton. In addition, AMS proposed to
amend the definition of “cotton-
producing region” for consistency with
the changes to the definition of cotton-
producing state.

DATES: Effective Date: This rule is
effective May 6, 2010.

FOR FURTHER INFORMATION CONTACT:
Shethir M. Riva, Chief, Research and
Promotion Staff, Cotton and Tobacco
Programs telephone (202) 720-6603,
facsimile (202) 690-1718, or e-mail at
Shethir.Riva@ams.usda.gov.

SUPPLEMENTARY INFORMATION: Prior
documents in this proceeding: Notice of

Hearing issued on November 24, 2008,
and published in the December 1, 2008,
issue of the Federal Register (73 FR
72747); and the Secretary’s Decision and
Referendum Order on Proposed
Amendments to the Cotton Research
and Promotion Order (Order) issued on
September 28, 2009, and published in
the October 5, 2009, issue of the Federal
Register (74 FR 51094).

This administrative action is governed
by the provisions of sections 556 and
557 of title 5 of the United States Code
and, therefore, is excluded from the
requirements of Executive Order 12866.

Preliminary Statement

This final rule was formulated based
on the record of the public hearing held
in Washington, DC, on December 5,
2008. Notice of this hearing was issued
on November 24, 2008, and published
in the December 1, 2008, issue of the
Federal Register (73 FR 72747). The
hearing was held to consider and
receive evidence from Upland cotton
producers, importers, and other
interested parties on the proposed
amendments to the Cotton Order (7 CFR
part 1205). The hearing was held
pursuant to the provisions of the Cotton
Research and Promotion Act (Cotton
Act) (7 U.S.C. 2101-2118), and the
applicable rules of practice and
procedure governing research and
promotion programs (7 CFR part 1200).
The notice of hearing contained Cotton
Order changes proposed by the
Agricultural Marketing Service (AMS).

AMS concluded that conditions
existed that warranted the omission of
a recommended decision in this
rulemaking proceeding under 7 CFR
1200.13(d) of the Rules of Practice and
Procedure with respect to the proposed
amendments.

Upon the basis of the evidence
introduced at the hearing and the
record, a Secretary’s Decision and
Referendum Order was issued on
September 28, 2009, directing that a
referendum be conducted during the
period October 13 through November
10, 2009, among Upland cotton
producers and importers to determine
whether they favored the proposed
amendments to the Cotton Order. For
the amendments to be approved, section
10(b)(2) of the Cotton Act provides that
the amendments must be approved by a
majority of cotton producers and
importers subject to the Cotton Order
voting in the referendum. Of the 445

valid ballots cast, 405 or 91 percent
favored the amendments to the Order.
Oppﬁ)sing ballots totaled 40 or 9 percent.

The amendments favored by vote and
included in this final rule will:

(1) Amend the Cotton Order to
incorporate the States of Kansas,
Virginia, and Florida into the definition
of “cotton-producing state” as separate
states.

(2) Amend the definition of “cotton-
producing region” to list Kansas,
Virginia, and Florida as separate states.

Regulatory Flexibility Act and
Paperwork Reduction Act

Pursuant to requirements set forth in
the Regulatory Flexibility Act (RFA) [5
U.S.C. 601-612], AMS has considered
the economic effect of this action on
small entities and has determined that
its implementation will not have a
significant economic impact on a
substantial number of small entities.
There are currently approximately
18,000 producers, and approximately
16,000 importers that are subject to the
Cotton Order. In 13 CFR part 121, the
Small Business Administration (SBA)
defines small agricultural producers as
those having annual receipts of no more
than $750,000 and small agricultural
service firms (importers) as those having
annual receipts of no more than $7.0
million. The majority of these producers
and importers are small businesses
under the criteria established by the
SBA.

The Cotton Act provides authority to
establish the Cotton Board to administer
the Cotton Research and Promotion
Program. The Board is currently
composed of 39 members and 39
alternate members (23 producer and 16
importer members and alternate
members) and one consumer advisor.
The Board is responsible for carrying
out an effective and continuous program
of research and promotion in order to
strengthen the competitive position of
Upland cotton by expanding domestic
and foreign markets for cotton,
improving fiber quality, and lowering
the costs of production. The Program,
including U.S. Department of
Agriculture administrative costs, is
financed through producer and importer
assessments levied on each bale or bale
equivalent of cotton at a rate of $1 per
bale with a supplemental (currently 5/
10ths of one percent) assessment not to
exceed one percent of the value of lint
of each bale. There are approximately
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18,000 producers, and approximately
16,000 importers that are subject to the
Order. In 2008 budget year, the Board
collected $64.2 million in assessments
($36.2 million from producers and $28
million from importers).

Interested persons were invited to
present evidence at the hearing on the
possible regulatory and informational
impacts of the proposals on small
businesses. The amendments proposed
herein would not result in any
additional regulatory requirements
being imposed on cotton producers and
importers. The proposed amendments to
the Cotton Order merely reflect the
statutory changes needed to implement
the 2008 Farm Bill provisions that
provided that Kansas, Virginia, and
Florida be separate states in the
definition of “cotton-producing state.”

There are no new information
collection reports as a result of the
proposed amendments. Information
collection requirements and
recordkeeping provisions contained in 7
CFR part 1205 have been previously
approved by the Office of Management
and Budget (OMB) and assigned OMB
Control Number 0581-0093 under the
Paperwork Reduction Act of 1995 (44
U.S.C. Chapter 35).

Civil Justice Reform

The amendments herein have been
reviewed under Executive Order 12988,
Civil Justice Reform. They are not
intended to have retroactive effect.

The Cotton Act provides that
administrative proceedings must be
exhausted before parties may file suit in
court. Under section 12 of the Cotton
Act, any person subject to an order may
file with the Secretary of Agriculture a
petition stating that the order, any
provision of the plan, or any obligation
imposed in connection with the order is
not in accordance with law and
requesting a modification of the order or
to be exempted therefrom. Such person
is afforded the opportunity for a hearing
on the petition. After the hearing, the
Secretary would rule on the petition.
The Cotton Act provides that the
District Court of the United States in
any district in which the person is an
inhabitant, or has his principal place of
business, has jurisdiction to review the
Secretary’s ruling, provided a complaint
is filed within 20 days from the date of
the entry of ruling.

Order Amending the Order Regulating
the Cotton Research and Promotion
Program

Findings and Determinations

The findings and determinations
hereinafter set forth are supplementary

and in addition to the findings and
determinations previously made in
connection with the issuance of the
Order; and all of said previous findings
and determinations are hereby ratified
and affirmed.

(a) Findings and determinations upon
the basis of the hearing record.

Pursuant to the provisions of the
Cotton Research and Promotion Act
(Cotton Act) (7 U.S.C. 2101-2118), and
the applicable rules of practice and
procedure effective thereunder (7 CFR
part 1200), a public hearing was held in
Washington, D.C. on December 5, 2008,
on the proposed amendments to the
Cotton Research and Promotion Order (7
CFR part 1205). Upon the basis of the
evidence introduced at such hearing
and the record thereof, it is found that:

(1) The Cotton Order, as amended, as
hereby proposed to be further amended,
and all of the terms and conditions
thereof, will tend to effectuate the
declared policy of the Act;

(2) All cotton produced and handled
in the United States is in the current of
interstate or foreign commerce or
directly burdens, obstructs, or affects
interstate or foreign commerce in cotton
and cotton products.

(b) Additional findings.

It is necessary and in the public
interest to make these amendments to
the order effective not later than one day
after publication in the Federal
Register. It is necessary and in the
public interest to make these
amendments to the order effective not
later than one day after publication in
the Federal Register to allow for
organizations in the states of Florida,
Kansas, and Virginia to become certified
to nominate producers to the Board and
to participate in the upcoming
nomination caucuses in 2010.

In view of the foregoing, it is hereby
found and determined that good cause
exists for making these amendments
effective one day after publication in the
Federal Register, and that it would be
contrary to the public interest to delay
the effective date for 30 days after
publication in the Federal Register
(Administrative Procedure Act; 5 U.S.C.
551-559).

(c) Determinations.

(1) Upland cotton producers and
importers who during the period of
January 1 through December 31, 2008
(which has been deemed to be the
representative period), either produced
or imported cotton, as hereby amended
the Cotton Order; and

(2) The issuance of this amendatory
order is favored or approved by a
majority of cotton producers and
importers subject to the Cotton Order
voting in the referendum.

The provisions of the amended Order
are set forth in full herein contained in
the Secretary’s Decision issued by the
AMS Administrator on September 28,
2009, and published in the Federal
Register on October 5, 2009, shall be
and are the terms and provisions of this
order amending the Cotton Order.

List of Subjects in 7 CFR Part 1205

Advertising, Agricultural research,
Cotton, Marketing agreements,
Reporting and recordkeeping
requirements.

m Accordingly, as stated in the
preamble, AMS amends 7 CFR part 1205
as follows:

PART 1205—COTTON RESEARCH
AND PROMOTION

m 1. The authority citation 7 CFR part
1205 continues to read as follows:

Authority: 7 U.S.C. 2101-2118 and 7
U.S.C. 7401.

m 2. Revise § 1205.314 to read as
follows:

§1205.314 Cotton-producing State.

Cotton-producing State means each of
the following States and combination of
States: Alabama; Arizona; Arkansas;
California-Nevada; Florida; Georgia;
Kansas; Louisiana; Mississippi;
Missouri-Illinois; New Mexico; North
Carolina; Oklahoma; South Carolina;
Tennessee-Kentucky; Texas; Virginia.

m 3. Revise § 1205.319 toread as
follows:

§1205.319 Cotton-producing region.

Cotton-producing region means each
of the following groups of cotton-
producing States:

(a) Southeast Region: Alabama,
Florida, Georgia, North Carolina, South
Carolina, and Virginia;

(b) Midsouth Region: Arkansas,
Louisiana, Mississippi, Missouri-
Illinois, and Tennessee-Kentucky;

(c) Southwest Region: Kansas,
Oklahoma and Texas;

(d) Western Region: Arizona,
California-Nevada, and New Mexico.

Dated: April 29, 2010.

David R. Shipman,

Associate Administrator, Agricultural
Marketing Service.

[FR Doc. 2010-10558 Filed 5-4—10; 8:45 am]
BILLING CODE 3410-02-P
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FEDERAL ELECTION COMMISSION

11 CFR Part 300
[Notice 2010-11]
Participation by Federal Candidates

and Officeholders at Non-Federal
Fundraising Events

AGENCY: Federal Election Commission.
ACTION: Final rules.

SUMMARY: The Federal Election
Commission (“Commission”) is revising
its rules regarding appearances by
Federal officeholders and candidates at
State, district, and local party
fundraising events under the Federal
Election Campaign Act of 1971, as
amended. Consistent with the decision
of the U.S. Court of Appeals for the
District of Columbia Circuit in Shays v.
FEC, Federal candidates and
officeholders may no longer speak at
State, district, and local party
fundraising events “without restriction
or regulation.” The revised rules address
participation by Federal candidates and
officeholders at all non-Federal
fundraising events that are in
connection with an election for Federal
office or any non-Federal election and
in related publicity.

DATES: Effective Date: These rules are
effective on June 4, 2010.

FOR FURTHER INFORMATION CONTACT: Ms.
Amy L. Rothstein, Assistant General
Counsel, or Attorneys, Mr. David C.
Adkins or Mr. Neven F. Stipanovic, 999
E Street, NW., Washington, DC 20463,
(202) 694—1650 or (800) 424-9530.
SUPPLEMENTARY INFORMATION: The
Bipartisan Campaign Reform Act of
20021 (“BCRA”) contained extensive
and detailed amendments to the Federal
Election Campaign Act of 1971, as
amended, 2 U.S.C. 431 et seq. (“the
Act”). The Commission promulgated a
number of rules to implement BCRA,
including rules at 11 CFR 300.64
regarding Federal candidate and
officeholder solicitations at State,
district, and local party committee
fundraising events. The Court of
Appeals for the District of Columbia
Circuit found aspects of these rules
invalid in Shays v. FEC, 528 F.3d 914
(D.C. Cir. 2008) (“Shays III"). The
Commission is revising its rules at 11
CFR 300.64 to implement the Shays III
decision.

I. Background Information

A. BCRA

In 2002, Congress amended the Act by
restricting the fundraising activity of

1Public Law 107-155, 116 Stat. 81 (2002).

Federal candidates and officeholders,
their agents, and entities directly or
indirectly established, financed,
maintained, controlled by, or acting on
behalf of, Federal candidates or
officeholders. See BCRA at Section
323(e) (codified at 2 U.S.C. 441i(e)).
These persons may not “solicit, receive,
direct, transfer or spend” funds in
connection with an election for Federal
office or any non-Federal election
unless the funds comply with the
amount limitations and source
prohibitions of the Act.2 See 2 U.S.C.
441i(e)(1)(A) and (e)(1)(B); 11 CFR
300.61 and 300.62. Furthermore,
Congress prohibited State, district and
local party committees from accepting
or using as Levin funds 3 any funds that
have been solicited, received, directed,
transferred, or spent by or in the name
of Federal candidates and officeholders.
Thus, Federal candidates and
officeholders were effectively prohibited
from raising Levin funds. See 2 U.S.C.
441i(b)(2)(C)(i); 11 CFR 300.31(e).

As one principal BCRA sponsor
noted, “The basic rule in the bill is that
federal candidates and officials cannot
raise non-federal (or soft) money
donations—that is, funds that do not
comply with federal contribution limits
and source prohibitions.” 148 Cong. Rec.
H407 (daily ed. Feb. 13, 2002)
(statement of Rep. Shays). As that ban
related to party committees, another of
BCRA'’s main sponsors noted: “The rule
here is simple: Federal candidates and
officeholders cannot solicit soft money
funds, funds that do not comply with
Federal contribution limits and source
prohibitions, for any party committee—
national, State, or local.” 148 Cong. Rec.

2The amount limitations on contributions
depend on the type of contributor and the recipient.
See 2 U.S.C. 441a(a)(1), (2), and (3). For example,
an individual and a non-multicandidate PAC may
each contribute up to $2,400 per election to a
candidate, up to $5,000 per calendar year to a PAC,
and up to $10,000 per year to a State party
committee (or to a State party’s respective district
and local party committees, which share the State
party committee’s combined limit). A
multicandidate PAC, by contrast, may contribute up
to $5,000 per election to a candidate, up to $5,000
per calendar year to a PAC, and up to $5,000 per
calendar year to a State party committee (or to a
State party’s respective district and local party
committees, which share the State party
committee’s combined limit). Sources prohibited
from making contributions under the Act include
national banks, corporations, labor organizations,
and foreign nationals. See 2 U.S.C. 441a, 441b, and
441e; see also 2 U.S.C. 441c (government
contractors) and 441f (contributions made in the
name of another). Furthermore, funds raised in
connection with an election for Federal office are
subject to the reporting requirements of the Act. See
2 U.S.C. 441i(e)(1)(A).

3“Levin funds” are funds raised by State, district,
or local party committees pursuant to the
restrictions in 11 CFR 300.31 and disbursed subject
to the restrictions in 11 CFR 300.32. See 11 CFR
300.2(i).

S2139 (daily ed. March 20, 2002)
(statement of Sen. McCain).

Notwithstanding these restrictions,
though, Section 323(e)(3) of BCRA states
explicitly that Federal candidates and
officeholders are permitted to “attend,
speak, or be a featured guest at a
fundraising event for a State, district, or
local committee of a political party.” See
2 U.S.C. 441i(e)(3).

B. 2002 Rulemaking

In 2002, the Commission commenced
a rulemaking to establish rules
governing Federal candidate and
officeholder participation in State,
district, and local party committee
fundraising events. The Commission
proposed alternative interpretations of 2
U.S.C. 441i(e)(3). One interpretation
would have allowed Federal candidates
and officeholders only to attend, speak,
or be a featured guest at State, district,
and local party committee fundraising
events, but, consistent with the Act’s
prohibition on the solicitation of funds
outside the amount limitations and
source prohibitions of the Act by
Federal candidates and officeholders,
would have prohibited those persons
from soliciting, receiving, directing,
transferring, or spending funds or
participating in any other fundraising
aspect of a State, district, or local party
committee fundraising event. See Notice
of Proposed Rulemaking on Prohibited
and Excessive Contributions; Non-
Federal Funds or Soft Money, 67 FR
35654, 35672, 35688 (May 20, 2002)
(“2002 NPRM”).

An alternative interpretation
proposed a “total exemption from the
general solicitation ban.” 2002 NPRM at
35672-73; see also 2 U.S.C.
441i(e)(1)(B); 11 CFR 300.62. Under this
interpretation, Federal candidates and
officeholders would be permitted to
“speak freely at [party fundraising
events] without restriction or
regulation.” 2002 NPRM at 35672-73.
The Commission separately explored
how 2 U.S.C. 441i(e)(3)—specifically, its
reference to “featured guests”—affected
the role that Federal candidates and
officeholders could play in publicizing
State, district, and local party committee
events. See 2002 NPRM at 35673. For
example, the Commission sought
comment on whether this provision of
BCRA allowed Federal candidates and
officeholders to be named in invitation
materials and to appear as members of
a host committee. Id.

The Commission concluded that
Section 441i(e)(3) was a total exemption
from the general solicitation ban. Under
the Commission’s regulation, Federal
candidates and officeholders were
permitted to attend, speak, and appear
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as featured guests at State, district, and
local party committee fundraising
events “without restriction or
regulation.” See Final Rules on
Prohibited and Excessive Contributions;
Non-Federal Funds or Soft Money, 67
FR 49064, 49108 (July 29, 2002) (“2002
Final Rule”); 11 CFR 300.64(b). The
Commission did not, however, interpret
2 U.S.C. 441i(e)(3) to allow unrestricted
participation in publicity by Federal
candidates and officeholders. Indeed,
the Commission concluded that Federal
candidates and officeholders were
“prohibited from serving on ‘host
committees’ for a party fundraising
event or from personally signing a
solicitation in connection with a State,
local, or district party fundraising event
on the basis that these pre-event
activities are outside the permissible
activities* * * flowing from a Federal
candidate’s or officeholder’s appearance
or attendance at the event.” See 2002
Final Rule at 49108.

C. Shays I

The Commission’s 2002 regulation
implementing 2 U.S.C. 441i(e)(3) was
challenged in Shays v. FEC, 337 F.
Supp. 2d 28 (D.D.C. 2004) (“Shays I").
The district court held that the meaning
of 2 U.S.C. 441i(e)(3) was ambiguous,
and that the Commission’s regulation
was not necessarily contrary to
congressional intent. Shays I at 90
(applying Chevron U.S.A., Inc. v.
Natural Res. Def. Council, Inc., 467 U.S.
837 (1984)). And, while the court
acknowledged that the regulation
created “the potential for abuse,” it did
not find that the regulation unduly
compromised BCRA’s purpose such that
it was not entitled to deference from the
court. Id. at 91. The court did, however,
find that the Commission’s explanation
of the rule was inadequate and,
therefore, in violation of the
Administrative Procedure Act, 5 U.S.C.
553. Shays I at 92—93. The Commission
did not challenge this holding by the
district court.

D. 2005 Rulemaking

Upon remand, the Commission
commenced a rulemaking to implement
the Shays I district court’s opinion. See
Revised Explanation and Justification,
Candidate Solicitation at State, District
and Local Party Fundraising Events, 70
FR 37649 (June 30, 2005) (“2005 Revised
E&J”). This rulemaking provided
additional explanation and justification
of the 2002 Final Rule, but it did not
change the text of that rule. The
Comumission, as it did in 2002,
concluded that 2 U.S.C. 441i(e)(3) was
a total exemption from the general
solicitation ban. Thus, Federal

candidates and officeholders could still
attend, speak, and appear as featured
guests at State, district, and local party
committee fundraising events “without
restriction or regulation.” See 2005
Revised E&]J at 37650-51.

E. Shays III

Against this backdrop, the
Commission’s rule implementing 2
U.S.C. 441i(e)(3) was again challenged
in court. The District Court for the
District of Columbia upheld the
Commission’s regulation. Shays v. FEC,
508 F. Supp. 2d. 10 (D.D.C. 2007).

On appeal, however, the United States
Court of Appeals for the District of
Columbia Circuit reversed the district
court, concluding that the total
exemption from the general solicitation
ban “allows what BCRA directly
prohibits.” Shays IIT at 933. In
addressing the Commission’s regulation,
the Court first concluded that 2 U.S.C.
441i(e)(3) did not create an ambiguity in
the law, but should be read as “merely
clariflying] that * * * federal
candidates may still ‘attend, speak, or be
a featured guest’ at State party events
where soft money is being raised, which
the statute might otherwise be read as
forbidding.” Id. The court then held that
the Commission had “no basis” to read
2 U.S.C. 441i(e)(3) as creating “an
implied fourth exception” to the
solicitation restrictions at Section
441i(e)(1), given that Congress had
explicitly enumerated the instances in
which Federal candidates and
officeholders could “solicit” funds
outside BCRA’s restrictions. Id. at 933—
34. The court found compelling the
specific language in the statute—noting
that “Congress repeatedly used the term
‘solicit’ and ‘solicitation’ in Section
441i—over a dozen times—yet chose not
to do so in Section 441i(e)(3).”

F. Advisory Opinions

The Commission has also issued
several advisory opinions regarding
aspects of participation by Federal
candidates and officeholders in non-
Federal fundraising events not
specifically addressed by the Act and
regulations. In particular, the
Commission has provided guidance on
the extent to which Federal candidates
and officeholders may participate in
non-Federal fundraising events for
entities other than State, district, and
local party committees and the degree to
which that participation can be
publicized before such an event.

In Advisory Opinions 2003—02
(Cantor) and 2003-36 (Republican
Governors Association), the
Commission stated that a Federal
candidate or officeholder may attend

and speak at non-Federal fundraising
events for State and local candidates
and other non-Federal political
organizations, even if non-Federal funds
are being raised at the event. The
Commission concluded that this type of
participation would not violate BCRA’s
restrictions on soliciting funds outside
the limits and prohibitions of the Act
because attending such an event or
giving a speech at such an event is not
a solicitation under Commission
regulations.

In those same advisory opinions, the
Commission also determined that
Federal candidates and officeholders
may solicit funds at events at which
non-Federal funds are being raised if
their solicitations are limited to funds
that comply with the amount limitations
and source prohibitions of the Act. To
ensure that these solicitations are
properly limited, Federal candidates
and officeholders have had to either (1)
make a specific solicitation such as “I
am soliciting $500 from individuals
only,” or (2) condition a general
solicitation with a disclaimer indicating
that the solicitation is only for funds
within the limitations and prohibitions
of the Act. This disclaimer may be made
orally by the Federal candidate or
officeholder or, alternatively, in writing
by posting at the event a clear and
conspicuous notice limiting the
solicitation.

The Commission also issued several
advisory opinions addressing the role
that Federal candidates and
officeholders may play in publicizing
non-Federal fundraising events for
State, district, and local party
committees and other non-Federal
entities. See Advisory Opinions 2003—
03 (Cantor), 2003-36 (Republican
Governors Association), and 200711
(California State Party Committees). The
Commission reasoned that if publicity
does not contain a solicitation, then it
is not subject to BCRA’s solicitation
restrictions. Id. If the publicity does
contain a solicitation, and the Federal
candidate or officeholder consents to be
featured or appear in the publicity, then
the publicity must contain a clear and
conspicuous disclaimer limiting the
solicitation to funds compliant with the
amount limitations and source
prohibitions of the Act. See Advisory
Opinions 2003-03 (Cantor), and 2003—
36 (Republican Governors Association).
The Commission made clear, however,
that Federal candidates and
officeholders may not solicit funds in
excess of the limitations and
prohibitions of the Act and then qualify
that impermissible solicitation with a
limiting disclaimer. See Advisory
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Opinion 2003-36 (Republican
Governors Association).

The Commission was unable to
resolve whether a Federal candidate or
officeholder could be named as
honorary chairperson or featured
speaker in a solicitation for non-Federal
funds that is not otherwise signed by the
Federal candidate or officeholder. See
Advisory Opinions 2003-36
(Republican Governors Association) and
2007-11 (California State Party
Committees). In addition, the
Commission was unable to resolve
whether a Federal candidate or
officeholder may be named as a featured
speaker on publicity that is mailed with
(e.g., in the same envelope as) a
solicitation for non-Federal funds that
does not name a Federal candidate or
officeholder. See Advisory Opinion
2007-11 (California State Party
Committees).

G. Present Rulemaking

In response to the circuit court’s
decision in Shays III, the Commission
published a Notice of Proposed
Rulemaking on December 7, 2009. See
Notice of Proposed Rulemaking on
Participation by Federal Candidates and
Officeholders at Non-Federal
Fundraising Events, 74 FR 64016 (Dec.
7, 2009) (“NPRM”). The NPRM proposed
three alternative revisions to the
Commission’s rule at 11 CFR 300.64.
The first alternative proposed a surgical
revision to the rule, striking the
“without restriction or regulation”
language but leaving the other language
unchanged. The other two alternatives
effected the same change but also
proposed new rules governing Federal
candidate and officeholder participation
in all non-Federal fundraising events—
those for State, district, and local party
committees as well as other entities,
including State and local candidates
and State political committees and
organizations—and related publicity.

The initial public comment period for
the NPRM closed on February 8, 2010,
and a reply comment period concluded
on February 22, 2010. In total, the
Commission received seven comments
(six initial comments and one reply
comment) from seven commenters. The
Commission held a public hearing on
the proposed rules on March 16, 2010,
at which four witnesses testified. All
comments and a public transcript of the
hearing are available at http://
www.fec.gov/law/
law_rulemakings.shtml
#solicitationshays3. For purposes of this
document, the terms “comment” and
“commenter” apply to both written
comments and oral testimony at the
public hearing.

These final rules address participation
by Federal candidates and officeholders
at all fundraising events in connection
with an election for Federal office or
any non-Federal election—both those
for State, district, and local party
committees and those for other
entities—at which funds outside the
amount limitations and source
prohibitions of the Act, or Levin funds,
are solicited, even if funds that comply
with the amount limitations and source
prohibitions are also solicited at the
event. The final rules cover
participation by Federal candidates and
officeholders at the event as well as
participation by Federal candidates and
officeholders in publicizing the event.
Importantly, they set forth the manner
in which Federal candidates,
officeholders, and their agents can be
involved in such activities without
making a solicitation of funds outside
the amount limitations and source
prohibitions of the Act.

Under the APA, 5 U.S.C. 553(d), and
the Congressional Review of Agency
Rulemaking Act, 5 U.S.C. 801(a)(1),
agencies must submit final rules to the
Speaker of the House of Representatives
and the President of the Senate and
publish them in the Federal Register at
least 30 calendar days before they take
effect. The final rules that follow were
transmitted to Congress on April 30,
2010.

II. Explanation and Justification

The Commission is amending 11 CFR
300.64 in response to the circuit court’s
decision in Shays III. In the NPRM, the
Commission proposed three alternative
rules. Alternative 1 would have
removed the “without restriction or
regulation” language from 11 CFR
300.64 pursuant to the decision of the
Shays III court, and would have left the
rest of the rule largely intact. Under
Alternative 1, 11 CFR 300.64 would
have continued to address only
fundraising events for State, district,
and local party committees.

Alternatives 2 and 3 proposed more
extensive revisions of 11 CFR 300.64.
Like Alternative 1, and in response to
the court of appeals’ decision, both
Alternatives 2 and 3 would have
removed the “without restriction or
regulation” language from 11 CFR
300.64. Unlike Alternative 1,
Alternatives 2 and 3 also proposed
addressing more broadly participation
by Federal candidates and officeholders
at all fundraising events at which funds
outside the limits and prohibitions of
the Act are raised (“non-Federal
fundraising events”), and not just party
committee events. Alternatives 2 and 3
proposed detailed guidance on Federal

candidate and officeholder participation
at non-Federal fundraising events. In
addition, the alternatives proposed
guidance on the manner in which
Federal candidates and officeholders
could participate in publicizing such
events. While Alternatives 2 and 3
addressed the same range of activities,
their treatment of those activities
differed. Alternative 2 proposed a single
set of rules for all non-Federal
fundraising events and related publicity;
it did not distinguish State, district, and
local party events from other non-
Federal fundraising events. Alternative
3, though, proposed two different
standards: One for State, district, and
local party committee fundraising
events and another for non-party
fundraising events.

The contrasting approaches in
Alternatives 2 and 3 were rooted in
differing interpretations of 2 U.S.C.
441i(e)(3), particularly in the wake of
the Shays III decision. Alternative 2 was
predicated on the statement in the
Shays III decision that 2 U.S.C.
441i(e)(3) “merely clarifies” that Federal
candidates may attend, speak, and
appear as featured guests at State,
district, and local party committee
events without such activities
constituting an unlawful “solicitation.”
Shays III at 933. As a “mere] |
clarif[ication],” 2 U.S.C. 441i(e)(3)
neither affords special permissions with
regard to Federal candidate and
officeholder participation in State,
district, and local party committee
fundraising events, nor does it imply
any restrictions with regard to other
non-Federal fundraising events.
Accordingly, Alternative 2 did not
distinguish between State, district, and
local party events and other non-Federal
fundraising events.

Alternative 3 was instead informed by
an interpretation of 2 U.S.C. 441i(e)(3)
as establishing a limited statutory
exception for Federal candidates to
attend, speak and be featured guests at
State, district, and local party committee
fundraisers—activities that the court in
Shays IIl acknowledged “might
otherwise be read as forbid[den]” by the
Act’s fundraising restrictions—which
did not extend to non-party fundraisers
because they were not addressed by the
statutory provision. Shays III at 933.
Accordingly, Alternative 3 proposed
one standard for Federal candidate and
officeholder participation at State,
district, and local party committee
events and another—more restrictive—
standard for Federal candidate and
officeholder participation at other non-
Federal fundraising events.

The Commission sought comments on
the three alternatives, specifically
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asking whether each would faithfully
implement the statute, whether each
was responsive to the Shays III decision,
and whether each would provide
sufficient guidance to Federal
candidates and officeholders; State,
district, and local party committees; and
other affected entities.

Regarding Alternative 1, commenters
acknowledged that it was technically
responsive to the Shays III opinion, but
that it would leave unanswered many
important questions regarding Federal
candidate and officeholder participation
in non-Federal fundraising events. In
particular, the commenters pointed out
that Alternative 1 would not address the
Commission’s previous guidance
regarding Federal candidate and
officeholder participation in publicity
for non-Federal fundraising events and
whether—or how—a Federal candidate
or officeholder could solicit funds at a
State, district, or local party committee
non-Federal fundraising event.# One
commenter suggested that failure to
address these related areas would create
“uncertainty and trepidation for State
and local parties” that would chill
involvement between them and Federal
candidates and officeholders and
ultimately limit the parties’ ability “to
communicate their message and to fully
participate in the political process.” No
commenters objected to the
Commission’s proposal to establish
rules addressing more broadly Federal
candidate and officeholder participation
at all non-Federal fundraising events.

A number of commenters supported
the approach of Alternative 2, which
applied the same framework to non-
Federal fundraising events for State,
district, and local party committees and
to other non-Federal fundraising events.
These commenters stated that
Alternative 2 properly balanced the
concerns of the Shays III court with the
congressional intent behind BCRA, and
that it better implemented the court’s
interpretation of 441i(e)(3). None of the
commenters objected to this alternative.

With regard to Alternative 3,
commenters generally did not favor its
distinction between party committee
events and other non-Federal

4While the latter issue was addressed by the
Commission in advisory opinions with respect to
non-Federal fundraising events for State candidates
and 527 political organizations, see Advisory
Opinions 2003-03 (Cantor) and 2003—-36
(Republican Governors Association), the advisory
opinions did not address Federal candidate and
officeholder solicitation at State, district, or local
party committee non-Federal fundraising events
because 11 CFR 300.64 permitted Federal
candidates and officeholders to solicit funds at such
events “without restriction or regulation.” The
invalidation of this aspect of 11 CFR 300.64 in
Shays I raised the question for the first time.

fundraising events. Those commenters
suggested that Alternative 3’s approach
went further than is required by the
court’s holding in Shays III, and that it
would reverse previous Commission
guidance that had come to be relied on
by Federal candidates, officeholders,
and party committees alike. One
commenter predicted that Alternative 3
would effectively end participation by
Federal candidates and officeholders at
non-Federal fundraising events. The
commenters that did not object to
Alternative 3 nevertheless noted that the
Act did not require “a distinction
between different types of nonfederal
fundraising events,” as proposed in
Alternative 3.

The Commission agrees that
Alternative 1, while responsive to the
Shays III decision, would leave
unanswered many important questions
regarding Federal candidate and
officeholder participation in non-
Federal fundraising events. Although
the Shays III decision does not mandate
the adoption of a single rule that
addresses participation by Federal
candidates and officeholders at all non-
Federal fundraising events, Federal
candidates and officeholders, as well as
entities that solicit non-Federal funds in
connection with elections, would
benefit from the explicit guidance of a
more comprehensive rule.

Accordingly, the Commission is
revising 11 CFR 300.64 to provide
guidance on participation by Federal
candidates and officeholders in all non-
Federal fundraising events in
connection with an election for Federal
office or any non-Federal election. As
set forth in more detail below, the
Commission’s final rule explicitly
addresses participation by Federal
candidates and officeholders at such
fundraising events, as well as
participation by Federal candidates,
officeholders, and their agents in
publicizing these events. In addition,
the rule covers participation by Federal
candidates and officeholders regardless
of whether the entity sponsoring the
event is a State or local candidate
committee, State political committee, or
any other organization that hosts a
fundraising event in connection with an
election for Federal office or any non-
Federal election.

The Commission’s final rule is based
on Alternative 2 in the NPRM. The
Commission has determined that
Alternative 2 best accomplishes two
important goals: (1) Implementing 2
U.S.C. 441i(e) in accordance with the
Shays III decision, and (2) providing
clear, comprehensive guidance
regarding Federal candidate and
officeholder participation in non-

Federal fundraising events and related
publicity.

A. 300.64(a)—Scope

The scope of new 11 CFR 300.64 is set
out in paragraph (a). The rule applies to
all fundraising events in connection
with an election for Federal office or
any non-Federal election at which funds
outside the limitations and source
prohibitions of the Act, or Levin funds,
are solicited. The rule applies even if
funds within the amount limitations
and source prohibitions of the Act are
also solicited at an event or in publicity.
The rule does not cover events at which
funds outside the amount limitations
and source prohibitions of the Act or
Levin funds are not solicited but are,
nevertheless, received. Nor does the rule
cover fundraising events at which only
Federal funds are solicited or
fundraising events in connection with
any non-Federal election at which only
funds subject to the limitations and
prohibitions of the Act are solicited,
such as an event soliciting small-dollar,
non-corporate, non-union funds for a
State candidate.

The rule covers only non-Federal
fundraising events that are “in
connection with an election for Federal
office or any non-Federal election.” It
does not apply to Federal candidate and
officeholder participation in fundraising
events that are not in connection with
an election, consistent with the Act’s
prohibition on Federal candidates and
officeholders from soliciting, receiving,
directing, transferring, spending, or
disbursing funds in connection with an
election for Federal office or any non-
Federal elections. See 2 U.S.C.
441i(e)(1)(B).

The scope of the final rule is very
similar to the scope proposed in the
NPRM, except that the proposed rule
would have covered non-Federal
fundraising events at which funds
outside the limitations and prohibitions
of the Act are raised, and the final rule
covers non-Federal fundraising events at
which funds outside the limitations and
prohibitions of the Act are solicited. The
Commission made this change in
response to a comment that a
solicitation-based standard more
accurately captured the intent behind 2
U.S.C. 441i(e), which governs
solicitations by Federal candidates and
officeholders. The commenter expressed
concern that a standard based on
whether non-Federal funds are raised at
an event could be triggered when, for
example, a donor spontaneously
donates a large, corporate check at a
non-Federal fundraising event, even
though no one, including the
participating Federal candidate or
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officeholder, had solicited funds outside
the amount limitations or source
prohibitions of the Act. The
Commission agrees that a solicitation-
based standard is more consistent with
the Act’s prohibition on solicitation
than a standard based on whether funds
are raised at an event. See 2 U.S.C.
441i(e)(1).

Commenters generally supported the
proposed scope of the Commission’s
rule in the NPRM. They differed,
however, on whether the rule’s
applicability should be limited to
fundraising events that are “in
connection with an election for Federal
office or any non-Federal election.” One
commenter supported the proposal to
limit the scope of the rule in this
manner, while noting the Commission’s
articulation of the standard in previous
advisory opinions, such as Advisory
Opinions 2003-12 (Flake) and 2005-10
(Berman/Doolittle). One commenter
urged the Commission to supersede
Advisory Opinion 2005-10 (Berman/
Doolittle), which, in the commenter’s
view, had incorrectly applied the “in
connection with an election for Federal
office or any non-Federal election”
standard. Another commenter explicitly
urged the Commission not to supersede
the same.

The Commission declines to
supersede Advisory Opinion 2005-10
(Berman/Doolittle) in this rulemaking
and continues to be guided by its prior
advisory opinions on the “in connection
with an election for Federal office or
any non-Federal election” standard. See,
e.g., Advisory Opinions 2005-10
(Berman/Doolittle) (solicitation of
donations by Federal officeholders to a
State ballot measure committee was not
in connection with any election under
the circumstances described in the
request); 2004—14 (Davis) (solicitation of
donations by a Federal officeholder to a
charity was not in connection with any
election); 2003-20 (Hispanic College
Fund) (solicitation of donations by a
Federal officeholder to a scholarship
fund was not in connection with any
election); and 2003-12 (Flake)
(solicitation of donations by Federal
officeholders for a political organization
supporting a State referendum was in
connection with an election under the
circumstances described in the request).
Further guidance from the Commission
on which activities are in connection
with an election for Federal office or
any non-Federal election, and which are
not, is best offered through the advisory
opinion process.

The rule does not alter the fundraising
exception for Federal candidates and
officeholders who are also State
candidates, found at 11 CFR 300.63, or

the fundraising exceptions for certain
tax-exempt organizations, found at 11
CFR 300.65. See also 2 U.S.C. 441i(e)(2)
and (e)(4). Thus, in the event of any
inconsistencies with new 11 CFR
300.64, the provisions of 11 CFR 300.63
and 300.65 govern.

B. 300.64(b)—Participation at Non-
Federal Fundraising Events

Paragraph (b) of new 11 CFR 300.64
addresses participation by Federal
candidates and officeholders at non-
Federal fundraising events. Paragraph
(b)(1) addresses attendance, speeches,
and appearances as featured guests by
Federal candidates and officeholders at
non-Federal fundraising events.
Paragraph (b)(2) addresses solicitations
made by Federal candidates and
officeholders at non-Federal fundraising
events.

1. 300.64(b)(1)—Attending, Speaking or
Being a Featured Guest at Non-Federal
Fundraising Events

New 11 CFR 300.64(b)(1) provides
that Federal candidates and
officeholders may attend, speak at, and
be featured guests at non-Federal
fundraising events. This provision is
consistent with the Shays III decision,
which stated that 2 U.S.C. 441i(e)(3)
“merely clarifies that despite the
statute’s ban on soliciting soft money,
federal candidates may still ‘attend,
speak or be a featured guest’ at state
party events where soft money is raised,
which the statute might otherwise be
read as forbidding.” Shays III at 933. If
2 U.S.C. 441i(e)(3) is a “mere[ ]
clarifi[cation],” it follows that the same
underlying framework applies to all
fundraising events. Thus, if the statutory
ban on soliciting soft money does not
prohibit a Federal candidate or
officeholder from attending, speaking at,
or being a featured guest at a State,
district, or local party committee’s non-
Federal fundraising event, then the
statutory ban also does not prohibit the
same person from engaging in the same
activities at any other non-Federal
fundraising event.

This portion of the final rule is
identical to that proposed in Alternative
2 of the NPRM. No comments were
received on this provision, although the
commenters generally supported the
Commission’s broader proposal to treat
Federal candidates’ and officeholders’
participation in all non-Federal
fundraising events the same.

2. 300.64(b)(2)—Solicitations at Non-
Federal Fundraising Events

Under new 11 CFR 300.64(b)(2),
Federal candidates and officeholders
may solicit funds at non-Federal

fundraising events, provided that the
solicitation is limited to funds that
comply with the limitations and
prohibitions of the Act and that are
consistent with State law. Federal
candidates and officeholders may no
longer speak “without restriction or
regulation” at any non-Federal
fundraising event, consistent with the
circuit court’s decision in Shays III.

New 11 CFR 300.64(b)(2) provides
that Federal candidates and
officeholders may limit solicitations
made at non-Federal fundraising events
by displaying at the event a clear and
conspicuous written notice or by
making a clear and conspicuous oral
statement that the solicitation is not for
Levin funds (if the beneficiary of the
fundraiser has a Levin fund account and
is raising funds for that account), does
not seek funds in excess of Federally
permissible amounts, and does not seek
funds from sources prohibited under the
Act, including corporations, labor
organizations, national banks, Federal
contractors, or foreign nationals. A
notice or statement limiting a
solicitation will not be considered “clear
and conspicuous” for purposes of the
final rule if it is difficult to read or hear
or if its placement is easily overlooked
by any significant number of those in
attendance. The Commission’s
regulation at 11 CFR 100.11(c) further
informs the “clear and conspicuous”
standard.

One example of a limited solicitation
under new 11 CFR 300.64(b)(2) is for the
Federal candidate or officeholder to say
at a non-Federal fundraising event for a
State or local candidate: “I am only
asking for donations of up to
$lapplicable Federally permissible
amount, currently $2,400 per election]
from individuals and for donations of
up to $[applicable Federally permissible
amount, currently $5,000 per year| from
multi-candidate political committees. I
am not asking for donations in excess of
these amounts or for donations from
corporations, labor organizations,
foreign nationals, Federal contractors, or
national banks.” When delivered to the
general audience, this type of statement
need be made only once; Federal
candidates and officeholders are not
obligated to repeat it during one-on-one
discussions with individuals at the
fundraising event. Federal candidates
and officeholders may not, however,
recite a limitation publicly, and then
encourage event attendees to disregard
the limitation during one-on-one
discussions.

If a Federal candidate or officeholder
wishes to make a general solicitation
that does not expressly refer to the
amount limitations and source
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prohibitions of the Act at a non-Federal
fundraising event, then the candidate or
officeholder may limit the solicitation
by displaying a clear and conspicuous
written notice or by making a clear and
conspicuous oral statement at the event
that the solicitation is limited to funds
that comply with the limitations and
prohibitions of the Act. An example of
an adequate written notice is a placard
prominently displayed so that it cannot
be overlooked at the entrance to a
fundraising event for a State or local
candidate at which the Federal
candidate or officeholder is appearing,
or a card placed on every table at the
event, stating:

Solicitations made by Federal candidates
and officeholders at this event are limited by
Federal law. The Federal candidates and
officeholders speaking tonight are soliciting
only donations of up to $[applicable
Federally permissible amount, currently
$2,400 per election] from individuals and up
to $[applicable Federally permissible
amount, currently $5,000 per year] from
multi-candidate political committees. They
are not soliciting donations in any amount
from corporations, labor organizations,
national banks, Federal contractors, or
foreign nationals.

Alternatively, an event official or the
Federal candidate or officeholder could
make the same or a similar statement
orally before any general solicitations
are made by the Federal candidate or
officeholder, such as in welcoming
remarks to persons attending the
fundraising event. These types of
public, limiting statements need not be
repeated in one-on-one discussions
between the Federal candidate or
officeholder and event attendees, so
long as the Federal candidate or
officeholder does not encourage event
attendees to disregard the limitation
during one-on-one discussions.

The provisions of new 11 CFR
300.64(b) are substantially the same as
those proposed in paragraph (b) of
Alternative 2 of the NPRM. Most of the
comments on the proposal focused on
the requirement that Federal candidates
and officeholders limit their
solicitations at non-Federal fundraising
events. Two commenters asked the
Commission to provide in its final rule
more explicit guidance on how to limit
such solicitations. In particular, the
commenters requested additional
examples of acceptable oral and written
limitations and a clearer articulation of
the “clear and conspicuous” standard. In
response to these commenters, and to
facilitate compliance with the
regulations, the Commission has
provided examples of acceptable
statements.

Two other commenters suggested that
it would be unnecessary and “awkward
and confusing” to require Federal
candidates and officeholders to limit
their solicitations at non-Federal
fundraising events with clear and
conspicuous oral or written statements.
The Commission concludes that any
solicitation that is not limited either by
its express terms or otherwise (such as
through a clear and conspicuous oral
statement or written notice) risks being
understood as soliciting donations in
amounts and from sources prohibited
under the Act, especially if other
individuals at the fundraising event
explicitly solicit funds that are not
consistent with the limitations and
prohibitions of the Act. See 11 CFR
300.2(m) (defining “to solicit” to include
“an oral or written communication that,
construed as reasonably understood in
the context in which it is made,
contains a clear message, asking,
requesting, or recommending that
another person make a contribution,
donation, transfer of funds, or otherwise
provide anything of value”).

C. 300.64(c)—Publicity for Non-Federal
Fundraising Events

Paragraph (c) of new 11 CFR 300.64
addresses participation by Federal
candidates and officeholders in
publicity for non-Federal fundraising
events. The final rule applies to Federal
candidate and officeholder participation
in all types of publicity for non-Federal
fundraising events, including publicity
soliciting funds. The term “publicity” as
used in new 11 CFR 300.64 includes all
methods used to publicize a non-
Federal fundraising event, including
advertisements, announcements, and
pre-event invitations, regardless of form
or medium (and includes phone calls,
mail, e-mail, facsimile, and text

messages), as well as follow-up contacts.

New paragraph (c) is intended to ensure
that Federal candidates and
officeholders do not, in the course of
publicizing a non-Federal fundraising
event, solicit funds outside the amount
limitations and source prohibitions of
the Act.

Paragraph (c) of the final rules is
substantially similar to paragraph (c) of
Alternative 2 in the NPRM, except as
described below. All commenters
supported the Commission’s proposal to
address publicity for non-Federal
fundraising events in the rule and to
clarify guidance provided by the
Commission in previous advisory
opinions and Matters Under Review. As
one commenter noted, “these rules
regarding pre-event publicity in practice
are what * * * really matter.” Another
commenter expressed a similar

sentiment: “Frankly, once you're at the
event, it’s very rare that solicitations are
ever made regardless. So it is
appropriate that you’ve opened the door
to revisiting the guidance and the rules
regarding pre-event publicity. And
clarity really is an important thing in
these rules|.]”

1. 300.64(c)(1)—Publicity Not
Containing a Solicitation

Paragraph (c)(1) of new 11 CFR 300.64
provides that if publicity for, or
information about, a non-Federal
fundraising event does not solicit funds,
then Federal candidates, officeholders,
or their agents may approve, authorize,
agree to, or consent to the use of the
Federal candidates’ or officeholders’
name and likenesses in it. Such
publicity may, for example, use the
name or likeness of a Federal candidate
or officeholder to indicate that such
person will attend, speak, or be a
featured guest at the event. The
publicity may also indicate the Federal
candidate’s or officeholder’s
involvement or role in the event. See
discussion of paragraph (c)(3), below.
No Federal disclaimer or attribution
statement is required on such publicity.

Paragraph (c)(1) is nearly identical to
proposed paragraph (c)(1) in Alternative
2 of the NPRM, except that it now
explicitly applies to agents of Federal
candidates and officeholders.

The Commission did not receive any
comments specifically addressing this
provision, although the commenters
generally supported the Commission’s
proposed treatment of publicity for non-
Federal fundraising events. One
commenter, for example, indicated that
the mere listing of a Federal candidate
or officeholder on an invitation for a
non-Federal fundraising event does not
constitute a solicitation.

The Commission agrees that, in the
context of publicity that does not
otherwise contain a solicitation, merely
approving, authorizing, agreeing to, or
consenting to the use of the Federal
candidate’s or officeholder’s name or
likeness does not, in and of itself,
constitute a solicitation by that Federal
candidate or officeholder.

The Commission also concludes that
paragraph (c)(1) gives full effect to 2
U.S.C. 441i(e)(3), as interpreted by the
court in Shays III, which states that
Federal candidates and officeholders
may be featured guests at State, district,
and local party committee fundraising
events. One aspect of being a featured
guest is being identified as such in
publicity. Thus, paragraph (c)(1) is
consistent with the Act and the Shays
III court decision.
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2. 300.64(c)(2)—Publicity Containing a
Solicitation Limited to Funds That
Comply With the Amount Limitations
and Source Prohibitions of the Act

Paragraph (c)(2) of new 11 CFR 300.64
provides that Federal candidates,
officeholders, or their agents may
approve, authorize, agree to, or consent
to the use of the Federal candidates’ or
officeholders’ names and likenesses in
publicity for a non-Federal fundraising
event if the publicity solicits only funds
that comply with the amount limitations
and source prohibitions of the Act.
Federal candidates and officeholders
may be identified on the publicity in a
manner specifically related to
fundraising, such as honorary
chairperson of the fundraising event,
and may also sign the solicitation letters
themselves, if the solicitation is limited
to funds that comply with the amount
limitations and source prohibitions of
the Act.

This provision merely makes explicit
what was implicit in the proposed rule,
and reiterates what is expressly
provided for in 2 U.S.C. 441i(e)(1): That
Federal candidates and officeholders
may solicit funds that comply with the
amount limitations and source
prohibitions of the Act.

3. 300.64(c)(3)—Publicity Containing a
Solicitation Outside the Amount
Limitations and Source Prohibitions of
the Act

Paragraph (c)(3) of new 11 CFR 300.64
addresses publicity that solicits funds
outside the amount limitations and
source prohibitions of the Act or Levin
funds. This provision is based on the
Commission’s determination that a
Federal candidate, officeholder, or an
agent of either may approve, authorize,
agree to, or consent to the use of the
Federal candidate’s or officeholder’s
name or likeness on publicity for a non-
Federal fundraising event in a manner
that does not result in the solicitation
being attributed to the Federal candidate
or officeholder.

Under paragraph (c)(3)(i), a Federal
candidate, officeholder, or an agent of
either may approve, authorize, agree to,
or consent to the use of the Federal
candidate’s or officeholder’s name or
likeness in publicity for a non-Federal
fundraising event that contains a
solicitation of funds outside the amount
limitations and source prohibitions of
the Act or Levin funds, but only if: (1)
The Federal candidate or officeholder is
identified in the publicity in a manner
not specifically related to fundraising,
and (2) the publicity includes a clear
and conspicuous disclaimer that the

solicitation is not being made by the
Federal candidate or officeholder.

New 11 CFR 300.64(c)(3)(i)(A)
provides nonexhaustive examples of the
positions that a Federal candidate or
officeholder may be identified as
holding that are not specifically related
to fundraising. They include featured
guest, honored guest, special guest,
featured speaker, or honored speaker.
Thus, merely identifying a Federal
candidate or officeholder as holding a
position not specifically related to
fundraising on publicity does not
constitute a solicitation of funds outside
the amount limitations and source
prohibitions of the Act or Levin funds
by the Federal candidate or officeholder.
The Commission is not requiring that all
Federal candidates or officeholders be
identified by one of the listed titles.
Rather, the Federal candidate or
officeholder may be identified in any
manner not specifically related to
fundraising. For example, the Federal
candidate or officeholder may be
identified simply by name, as in “Please
join the State Party at a reception with
Senator Jones and Governor Smith.”

To avoid any confusion in this regard,
paragraph (c)(3)(i)(B) requires the
publicity to include a clear and
conspicuous disclaimer stating that the
solicitation is not being made by the
Federal candidate or officeholder. New
11 CFR 300.64(c)(3)(ii) provides that
disclaimers on written publicity must
meet the requirements in 11 CFR
110.11(c)(2). For publicity disseminated
via non-written means, such as by
telephone calls, a disclaimer is required
if the publicity is recorded, follows any
form of a written script, or is conducted
according to a structured or organized
program. A script for these purposes
means any written text that callers use
to guide their conversations with
potential attendees, regardless of
whether it takes the form of complete
paragraphs, bullet points, notes, or other
written prompts. As long as the text
includes appropriate disclaimers, the
Commission will presume (absent
evidence to the contrary) that the
requirements of the rule were met.
When non-written solicitations are
conducted according to a structured or
organized program, the Commission
will similarly presume that the
requirements of the rule were met where
a sworn statement that appropriate
disclaimers were made is submitted by
the person making the solicitation or by
the Federal candidate or officeholder
who authorized the use of his or her
name. A structured or organized
program includes the making, at a
designated time, of telephone calls that
invite people to and solicit funds for a

non-Federal fundraising event, and
which is authorized, requested, or
agreed to by the Federal candidate or
officeholder.

New paragraph (c)(3)(iv) provides two
examples of disclaimers that would
satisfy the requirement. Both examples
state that the Federal candidate or
officeholder is not soliciting funds in
connection with the fundraising event.
These examples are intended to serve as
guidance for Federal candidates,
officeholders, and sponsors of non-
Federal fundraising events. Importantly,
written disclaimers, including those that
conform to the examples provided in
the rule, are not sufficient unless they
are “clear and conspicuous” under 11
CFR 110.11(c)(2). To the extent the
publicity already has a disclaimer
required by 11 CFR 100.11 (Federal
disclaimer), the disclaimer required by
this paragraph may be included in the
same box as the Federal “Paid for by”
disclaimer. Some additional limitations
on the use of disclaimers are addressed
in new paragraph (c)(3)(v) of 11 CFR
300.64, as discussed below.

Paragraph (c)(3)(v) of new 11 CFR
300.64 states that a Federal candidate,
officeholder, or an agent of either may
not approve, authorize, agree to, or
consent to the use of the Federal
candidate’s or officeholder’s name or
likeness in publicity that contains a
solicitation of non-Federal or Levin
funds if the Federal candidate or
officeholder is identified in the
publicity as serving in a position
specifically related to fundraising.
Positions specifically related to
fundraising include, for example,
honorary chair of the fundraising event
or member of the host committee. Nor
may a Federal candidate, officeholder,
or an agent of either approve, authorize,
agree to, or consent to the use of the
Federal candidate’s or officeholder’s
name or likeness if the Federal
candidate or officeholder is identified
on publicity containing a solicitation of
non-Federal or Levin funds as extending
an invitation to the event. For example,
an invitation stating “Featured guest
Congressman X invites you to join him
at next week’s reception” would fall into
this category, as would an invitation
signed by the Federal candidate or
officeholder.

The Commission has concluded that
participation by the Federal candidate
or officeholder in this manner would be
an impermissible solicitation of funds
outside the amount limitations and
source prohibitions of the Act or Levin
funds. As such, no disclaimer, even one
that complies with paragraph (c)(3)(i)(B)
of new 11 CFR 300.64, would be capable
of curing the violation of 2 U.S.C.
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441i(e), no matter how clear or
conspicuous the disclaimer may be.

Finally, paragraph (c)(3)(vi) prohibits
Federal candidates, officeholders, and
their agents from disseminating
publicity for a non-Federal fundraising
event if the publicity solicits funds
outside the amount limitations and
source prohibitions of the Act or Levin
funds. This paragraph is a logical
outgrowth of the proposal in the NPRM,;
the Commission has decided to
implement this provision to prohibit
conduct that could result in an
impermissible solicitation by Federal
candidates and officeholders.

The final rule covers much of the
same activity as the rule proposed in
Alternative 2 of the NPRM, but is
organized differently. The proposed rule
did not, for example, explicitly address
publicity that solicits only funds within
the limitations and prohibitions of the
Act, whereas the final rule does. More
significantly, the structure of the
proposed rule depended on whether the
solicitation in the publicity was made
by the Federal candidate or officeholder.
By contrast, the structure of the final
rule depends on whether the publicity
solicits funds within the amount
limitations and source prohibitions of
the Act. The final rule also applies to
the agents of Federal candidates and
officeholders.

The comments received on this aspect
of the proposed rule focused for the
most part on the disclaimer requirement
for publicity naming a Federal
candidate or officeholder and including
a solicitation by a person other than the
Federal candidate or officeholder. Four
commenters disagreed with the
disclaimer requirement, arguing that the
disclaimers would confuse the average
person. These commenters observed
that the average recipient of publicity
could easily conclude that the mere
listing of a Federal candidate or
officeholder—as a featured guest, for
example—on publicity was not a
solicitation by that Federal candidate or
officeholder, even if the publicity
included a solicitation of funds outside
the amount limitations and source
prohibitions of the Act. Moreover, one
commenter opined that fundraising
hosts would bear a substantial burden if
employees and volunteers were required
to issue such disclaimers during the
telephone calls and conversations that
frequently follow the distribution of
written publicity for a non-Federal
fundraising event. Instead, two
commenters suggested that the
Commission require such disclaimers
only when a Federal candidate or
officeholder signs a solicitation or
explicitly solicits funds.

Other commenters supported the
Commission’s proposed disclaimer
requirement, stating that it would make
“infinitely clear to the recipient of the
solicitation” that the Federal candidate
or officeholder was not asking for funds
outside the limitations or prohibitions
of the Act. Another commenter asked
the Commission to provide specific
examples of statements that would
satisfy the disclaimer requirement.

The Commission has considered the
comments and has concluded that
identifying a Federal candidate or
officeholder as serving in a role not
specifically related to fundraising does
not, by itself, result in a solicitation by
the Federal candidate or officeholder.
However, just as the circuit court
concluded in Shays III that 2 U.S.C.
441i(e)(3) “merely clarifies” the reach of
“the statute’s ban on soliciting soft
money,” the Commission also seeks to
make it unmistakably clear that Federal
candidates and officeholders who
participate at non-Federal fundraising
events and in publicity are not making
a solicitation that would be prohibited
under the law. Shays III at 933. The
disclaimer requirement helps to ensure
that persons receiving publicity for non-
Federal fundraising events understand
that any solicitation of funds outside the
amount limitations and source
prohibitions of the Act is made by a
person other than the Federal candidate
or officeholder identified in the
publicity. The disclaimer requirement
may also help to protect Federal
candidates and officeholders against
complaints filed with the Commission
that result from a misunderstanding as
to who is soliciting funds in connection
with the fundraising event.

D. Effect of This Rulemaking on Prior
Commission Advisory Opinions

The Commission has addressed the
issue of participation by Federal
candidates and officeholders in non-
Federal fundraising events in Advisory
Opinions 2007-11 (California State
Party Committees), 2005—02 (Corzine II),
2004—12 (Democrats for the West),
2003-36 (Republican Governors
Association), and 2003-03 (Cantor). As
explained below, the Commission is
superseding the aspects of these
advisory opinions that address this
issue.

In Advisory Opinions 2005—-02
(Corzine II) and 2004—-12 (Democrats for
the West), the Commission concluded,
in part, that Federal candidates and
officeholders could appear, speak, and
be featured guests at non-Federal
fundraising events “without restriction
or regulation” under former 11 CFR
300.64(b). Given that this provision of

the rule was explicitly struck down by
the Shays III court and has been
removed by the Commission, the
Commission is superseding the parts of
Advisory Opinions 2004-12 (Democrats
for the West) and 2005—-02 (Corzine II)
that apply the “without restriction or
regulation” standard. Specifically, the
Commission is superseding the answer
to Question 7 in Advisory Opinion
2004-12 (Democrats for the West), as to
whether Democrats for the West may
invite Federal candidates, officeholders,
or their agents to appear as guests or
featured speakers at fundraising events,
and the second paragraph in the answer
to Question 2 in Advisory Opinion
2005-02 (Corzine II), regarding Federal
candidate and officeholder participation
in raising funds for the non-Federal
accounts of State and local party
committees.

Advisory Opinions 2007-11
(California State Party Committees),
2003-36 (Republican Governors
Association), and 2003—03 (Cantor) also
addressed participation by Federal
candidates and officeholders at non-
Federal fundraising events in
connection with elections, and related
publicity. Some of the conclusions are
consistent with new 11 CFR 300.64,
such as the conclusion in Advisory
Opinions 2003-36 (Republican
Governors Association) and 2003—-03
(Cantor) that the mere attendance of a
Federal candidate or officeholder at a
non-Federal fundraiser does not, in and
of itself, give rise to a violation of the
Act or Commission regulations. On the
other hand, some of the conclusions in
these prior advisory opinions may not
be consistent with new 11 CFR 300.64.

To help avoid potential confusion as
to which parts of the prior advisory
opinions are consistent with the new
rule and which parts are inconsistent,
the Commission is superseding
Advisory Opinion 2003—-03 (Cantor),
except for the answer to Question 6
regarding agency, and Advisory Opinion
2003-36 (Republican Governors
Association), except for the answer to
Question 3 regarding corporate
donations to the Republican Governors
Association’s conference account and
the last paragraph of the answer to
Question 2 regarding whether the
conference account’s activities are in
connection with an election. The
Commission is also superseding in its
entirety Advisory Opinion 2007-11
(California State Party Committees),
which addressed three types of
proposed communications related to
State party fundraising events that
identified Federal candidates or
officeholders as featured speakers or
honored guests.
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These actions are consistent with a
comment received in response to the
NPRM. The comment noted the
potential tension and confusion that
could result from having to reconcile
past advisory opinions with the
Commission’s new rule. The comment
suggested that the Commission indicate
explicitly that the series of advisory
opinions on this issue no longer
articulate the correct standard of law
and are thus superseded.

The Commission agrees that where
the new rule addresses the same issue
as a prior advisory opinion, the new
rule provides the applicable standard of
law, and the advisory opinion is
superseded. However, the Commission
declines to supersede the entire series of
advisory opinions that reference this
issue. As discussed above, sections of
certain advisory opinions are not
affected by the new rule and hence
remain in force. Accordingly, the
Commission has explicitly indicated
which advisory opinions are now
superseded, in whole or in part.
Although new 11 CFR 300.64 is in part
informed by, and adopts, some of the
Commission’s conclusions in prior
advisory opinions, the new rule is based
entirely on the reasoning set forth in
this explanation and justification and
does not rely on any prior Commission
advisory opinions.

Certification of No Effect Pursuant to 5
U.S.C. 605(b) [Regulatory Flexibility
Act]

The Commission certifies that the
attached final rule will not have a
significant economic impact on a
substantial number of small entities.
The basis for this certification is that the
entities affected by this rule do not meet
the definition of “small entity” under 5
U.S.C. 601. That definition requires that
the enterprise be independently owned
and operated and not dominate in its
field. 5 U.S.C. 601(4).

This final rule affects State, district,
and local party committees, as well as
Federal candidates and their campaign
committees. Federal candidates, as
individuals, do not fall within the
definition at 5 U.S.C. 601, and campaign
committees are not independently
owned and operated because they are
not financed and controlled by a small
identifiable group of individuals.

State, district, and local party
committees also fall outside the
definition of “small entity.” These
committees are not independently
owned and operated because they are
not financed and controlled by a small
identifiable group of individuals, and
they are affiliated with the larger
national political party organizations. In

addition, the State political party
committees representing the Democratic
and Republican parties have a major
controlling influence within the
political arenas of their States and are
thus dominant in their fields. District
and local party committees are generally
considered affiliated with the State
committees and need not be considered
separately. To the extent that any State
party committees representing minor
political parties might be considered
“small organizations,” the number
affected by this final rule is not
substantial.

List of Subjects in 11 CFR Part 300

Campaign funds, nonprofit
organizations, political committees and
parties, political candidates, reporting
and recordkeeping requirements.

m For the reasons set out in the
preamble, Subchapter C of Chapter 1 of
title 11 of the Code of Federal
Regulations is amended to read as
follows:

PART 300—NON-FEDERAL FUNDS

m 1. The authority citation for part 300
continues to read as follows:

Authority: 2 U.S.C. 434(e), 438(a)(8),
441a(a), 441i, 453.
m 2. Section 300.64 is revised to read as
follows:

§300.64 Participation by Federal
candidates and officeholders at non-Federal
fundraising events (2 U.S.C. 441i(e)(1) and
(3)-

(a) Scope. This section covers
participation by Federal candidates and
officeholders at fundraising events in
connection with an election for Federal
office or any non-Federal election at
which funds outside the amount
limitations and source prohibitions of
the Act or Levin funds are solicited.
This section also covers participation by
Federal candidates and officeholders in
publicity related to such non-Federal
fundraising events. This section applies
even if funds that comply with the
amount limitations and source
prohibitions of the Act are also solicited
at the event. Nothing in this section
shall be construed to alter the
fundraising exception for State
candidates at 11 CFR 300.63 or the
fundraising exceptions for certain tax-
exempt organizations at 11 CFR 300.65.

(b) Participation at non-Federal
fundraising events. A Federal candidate
or officeholder may:

(1) Attend, speak at, or be a featured
guest at a non-Federal fundraising
event.

(2) Solicit funds at a non-Federal
fundraising event, provided that the

solicitation is limited to funds that
comply with the amount limitations and
source prohibitions of the Act and that
are consistent with State law.

(i) A Federal candidate or officeholder
may limit such a solicitation by
displaying at the fundraising event a
clear and conspicuous written notice, or
making a clear and conspicuous oral
statement, that the solicitation is not for
Levin funds (when applicable), does not
seek funds in excess of $[Federally
permissible amount], and does not seek
funds from corporations, labor
organizations, national banks, federal
government contractors, or foreign
nationals.

(ii) A written notice or oral statement
is not clear and conspicuous if it is
difficult to read or hear or if its
placement is easily overlooked by any
significant number of those in
attendance.

(c) Publicity for non-Federal
fundraising events. For the purposes of
this paragraph, publicity for a non-
Federal fundraising event includes, but
is not limited to, advertisements,
announcements, or pre-event invitation
materials, regardless of format or
medium of communication.

(1) Publicity not containing a
solicitation. A Federal candidate,
officeholder, or an agent of either may
approve, authorize, agree to, or consent
to the use of the Federal candidate’s or
officeholder’s name or likeness in
publicity for a non-Federal fundraising
event that does not contain a
solicitation.

(2) Publicity containing a solicitation
limited to funds that comply with the
amount limitations and source
prohibitions of the Act. A Federal
candidate, officeholder, or an agent of
either may approve, authorize, agree to,
or consent to the use of the Federal
candidate’s or officeholder’s name or
likeness in publicity for a non-Federal
fundraising event that solicits only
funds that comply with the amount
limitations and source prohibitions of
the Act.

(3) Publicity containing a solicitation
of funds outside the amount limitations
and source prohibitions of the Act.

(i) A Federal candidate, officeholder,
or an agent of either may approve,
authorize, agree to, or consent to the use
of the Federal candidate’s or
officeholder’s name or likeness in
publicity for a non-Federal fundraising
event that contains a solicitation of
funds outside the amount limitations
and source prohibitions of the Act or
Levin funds only if:

(A) The Federal candidate or
officeholder is identified as a featured
guest, honored guest, special guest,
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featured speaker, or honored speaker, or
in any other manner not specifically
related to fundraising; and

(B) The publicity includes a clear and
conspicuous disclaimer that the
solicitation is not being made by the
Federal candidate or officeholder.

(ii) The disclaimer required in
paragraph (c)(3)(i)(B) of this section
must meet the requirements in 11 CFR
110.11(c)(2) if the publicity is written.

(iii) Where publicity is disseminated
by non-written means, the disclaimer
described in paragraph (c)(3)(i)(B) of
this section is required only if the
publicity is recorded or follows any
form of written script or is conducted
according to a structured or organized
program.

(iv) Examples of disclaimers that
satisfy paragraph (c)(3)(i)(B) of this
section include, but are not limited to:

(A) “[Name of Federal candidate/
officeholder] is appearing at this event
only as a featured speaker. [Federal
candidate/officeholder] is not asking for
funds or donations”; or

(B) “All funds solicited in connection
with this event are by [name of non-
Federal candidate or entity], and not by
[Federal candidate/officeholder].”

(v) A Federal candidate, officeholder,
or an agent of either may not approve,
authorize, agree to, or consent to the use
of the Federal candidate’s or
officeholder’s name or likeness in
publicity for a non-Federal fundraising
event that contains a solicitation of
funds outside the amount limitations
and source prohibitions of the Act or
Levin funds if:

(A) The Federal candidate or
officeholder is identified as serving in a
position specifically related to
fundraising, such as honorary
chairperson or member of a host
committee, or is identified in the
publicity as extending an invitation to
the event, even if the communication
contains a written disclaimer as
described in paragraph (c)(3)(i)(B) of
this section; or

(B) The Federal candidate or
officeholder signs the communication,
even if the communication contains a
written disclaimer as described in
paragraph (c)(3)(i)(B) of this section.

(vi) A Federal candidate, officeholder,
or an agent of either, may not
disseminate publicity for a non-Federal
fundraising event that contains a
solicitation of funds outside the amount
limitations and source prohibitions of
the Act or Levin funds by someone
other than the Federal candidate or
officeholder.

Dated: April 30, 2010.

On behalf of the Commission.
Matthew S. Petersen,
Chairman, Federal Election Commaission.
[FR Doc. 2010-10571 Filed 5—4-10; 8:45 am]
BILLING CODE 6715-01-P

FEDERAL RESERVE SYSTEM

12 CFR Part 204
[Regulation D; Docket No. R—1381]

Reserve Requirements of Depository
Institutions Policy on Payment System
Risk

AGENCY: Board of Governors of the
Federal Reserve System.

ACTION: Final rule.

SUMMARY: The Board is amending
Regulation D, Reserve Requirements of
Depository Institutions, to authorize
Reserve Banks to offer term deposits.
Term deposits are intended to facilitate
the conduct of monetary policy by
providing a tool for managing the
aggregate quantity of reserve balances.
Institutions eligible to receive earnings
on their balances in accounts at Federal
Reserve Banks (“eligible institutions”)
may hold term deposits and receive
earnings at a rate that does not exceed
the general level of short-term interest
rates. Term deposits are separate and
distinct from balances maintained in an
institution’s master account at a Reserve
Bank (“master account”) as well as from
those maintained in an excess balance
account. Term deposits do not satisfy an
institution’s required reserve balance or
contractual clearing balance and do not
constitute excess balances. Term
deposits are not available to clear
payments and may not be used to
reduce an institution’s daylight or
overnight overdrafts. The Board is also
making minor amendments to the
posting rules for intraday debits and
credits to master accounts as set forth in
the Board’s Policy on Payment System
Risk to address transactions associated
with term deposits.

DATES: The amendments are effective on
June 4, 2010.

FOR FURTHER INFORMATION CONTACT:
Sophia H. Allison, Senior Counsel (202)
452-3565, or Dena L. Milligan, Staff
Attorney (202) 452-3900), Legal
Division, or Seth Carpenter, Associate
Director (202) 452—2385, or Margaret
Gillis DeBoer, Assistant Director (202)
452-3139, Division of Monetary Affairs;
for users of Telecommunications Device
for the Deaf (TDD) only, contact (202)
263—-4869); Board of Governors of the
Federal Reserve System, 20th and C
Streets, NW., Washington, DC 20551.

SUPPLEMENTARY INFORMATION:
I. Summary of Proposal

In order to help the Federal Reserve
implement monetary policy, on
December 31, 2009, the Board requested
public comment on a proposal to amend
Regulation D to authorize Reserve Banks
to offer term deposits to eligible
institutions.? “Eligible institution” is
defined in Regulation D and includes
the depository institutions defined in
section 19(b)(1)(A) of the Act, including
banks, savings associations, savings
banks and credit unions that are
federally insured or eligible to apply for
federal insurance. “Eligible institution”
also includes trust companies, Edge and
agreement corporations, and U.S.
agencies and branches of foreign banks.2
Under the proposal, the Reserve Banks
would accept term deposits subject to
such terms and conditions as the Board
may establish from time to time,
including but not limited to conditions
regarding the maturity of the term
deposits being offered, maximum and
minimum amounts that may be
maintained by an eligible institution in
a term deposit, the interest rate or rates
offered and, if term deposits are offered
through an auction mechanism, the size
of the offering, and maximum and
minimum bid amounts. Term deposits
would not satisfy required reserve
balances or contractual clearing
balances and would not be available for
general payments or other activities.

The Board also proposed to amend
section 204.10(b)(3) of Regulation D to
reflect the fact that term deposits would
earn interest, and that like other
balances maintained at Reserve Banks
by or on behalf of eligible institutions,
the interest rate on term deposits could
not exceed the general level of short-
term interest rates, consistent with the
limitation in the Federal Reserve Act.3
For purposes of that statutory
requirement, the Board proposed to
amend section 204.10(b)(3) to define the
term “short-term interest rates” as
including “the primary credit rate and
rates on obligations with maturities of
up to one year in which eligible
institutions may invest, such as rates on
term federal funds, term repurchase
agreements, commercial paper, term
Eurodollar deposits, and other similar
rates.”

174 FR 69301 (Dec. 31, 2009).

2“Eligible institution” does not include all
entities for which the Reserve Banks hold accounts.
For example, the term does not include entities for
which the Reserve Banks act as fiscal agents, such
as Federal Home Loan Banks, Fannie Mae, and
Freddie Mac. 12 CFR 204.2(y).

3See 12 U.S.C. 461(b)(12).
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II. Summary of Comments

The Board’s proposal indicated that
the Federal Reserve could offer term
deposits in several ways and outlined a
potential structure for offering term
deposits through auctions. The Board
requested comment on all aspects of the
proposal, and specifically requested
comment on three topics:

(1) Whether it is necessary to place
any limitations on the maximum
amount of term deposits that an
institution may hold or on the
maximum portion of a single offering
that an institution may win at auction;

(2) What maturity or maturities would
eligible institutions recommend as
appropriate for term deposits, and
whether more than one maturity should
be offered; and

(3) Whether basic terms and
structures for term deposits other than
those described in the proposal should
be considered.

The Board received twenty-two
comments on the proposal. Comments
were received from eight individuals,
two foreign central banks, four bankers’
banks, four commercial banks, and four
trade associations.

Many commenters supported term
deposits as an additional tool for
draining excess reserves balances to
support the effective implementation of
monetary policy and stated that offering
term deposits would not be disruptive
to markets. Some commenters believed
that term deposits would be effective in
draining excess reserves balances, but
questioned the underlying policies of
reducing the availability of federal
funds and putting upward pressure on
the cost of borrowing. Additionally, a
few commenters asked that the Board
more clearly express the purpose of
term deposits. A few other commenters
questioned the effectiveness and
necessity of term deposits as a monetary
policy tool. Two commenters suggested
that if the use of term deposits is
temporary, the Board’s final rule should
announce a sunset date for the facility.

II1. Final Rule

The Board expects term deposits to be
one of several tools that could be
employed to drain reserve balances and
support the effective implementation of
monetary policy. Term deposits drain
reserve balances because the funds that
pay for the term deposits are removed
from the accounts of participating
institutions for the life of the term
deposit. Reducing the quantity of
reserve balances should tighten the link
between the interest rate the Federal
Reserve pays on excess reserve balances
and other short-term interest rates,

resulting in improved control in
implementing monetary policy.
Authorization of term deposits does not,
however, preclude the use of other tools
to drain reserve balances.

Because of the potential usefulness of
term deposits in implementing
monetary policy, the Board has
determined to adopt the proposed
amendments to Regulation D with some
changes to address issues raised by
commenters and other issues. In doing
so, the Board has determined not to
adopt a sunset provision for these
amendments. Actual offerings of term
deposits, however, will occur as needed
based on monetary policy objectives.
Details about the periods when term
deposits will be offered will be
announced periodically in order to
allow institutions to adjust their use of
this facility.

The final rule also adjusts the
definition of “short-term interest rates”
in two ways. First, it has been amended
to clarify that interest rates with
maturities equal to one year would be
“short term.” Second, it has been
changed to allow reference to interest
rates on instruments with the relevant
maturities but that may not be eligible
for investment by eligible institutions.
These changes result in a definition of
“short-term interest rates” that is more
consistent with market practice and
understanding of the term.

The Board is also revising proposed
section 204.10(e)(1) to clarify that the
Board may from time to time set
conditions regarding the early
withdrawal of term deposits and
pledging term deposits as collateral. As
discussed infra, the Board is not at this
time finalizing those conditions.

The Board also is revising proposed
section 204.10(e)(3) to clarify that term
deposits may not be used for general
payments or settlement activities.

IV. Terms and Conditions of Term
Deposit Offerings

As explained above, the Board
requested and received comment on a
variety of matters related to the
structure, amount and method for
offering term deposits. Final
determination of those matters depends
largely on related monetary policy
discussions, including decisions
regarding the most effective way to
drain the appropriate level of reserves.
As aresult, the Board has determined to
finalize the parts of its proposal that
facilitate the authorization of term
deposits and to reserve to a later date
the final decisions regarding the manner
in which term deposits will be offered
(for example, by auction, by open offer

or by some other method) and the
details of those offerings.

In making those final decisions as to
the terms and conditions of term
deposits, the Board will take into
account the comments received in this
process. In order to aid institutions in
preparing for the availability of term
deposits, the Board is providing its
preliminary views on several of those
matters while reserving final judgment
on all of these matters in order to adjust
the decisions to most effectively
implement the Federal Reserve’s
monetary policy objectives. For one of
these matters (role of correspondents),
however, the Board has made a final
determination in order to allow
potential participants to begin now to
formulate plans and structures for
participating in term deposits.

To help eligible institutions to
become familiar with the term deposit
process, the Federal Reserve anticipates
that it will conduct small-value
offerings of term deposits in the coming
months. More detailed information
about these offerings, as well as
information about how to participate in
these offerings and term deposit
offerings generally, will be provided at
a later date.

A. Correspondents

Some commenters expressed concerns
that the proposal would disadvantage
private-sector correspondents. These
commenters argued that private-sector
correspondent institutions likely would
be unable to compete with term deposits
offered by Reserve Banks and that term
deposits would thus jeopardize existing
correspondent-respondent relationships.
These commenters indicated that term
deposits would likely earn a higher
interest rate than other similar term
investments or overnight investments,
would carry no risk and would be
available to pledge as collateral for
discount window advances.

These commenters proposed that, in
order to mitigate unintended strain on
existing correspondent-respondent
relationships, correspondent
institutions be permitted to aggregate
their respondents’ funds and maintain
those funds in term deposits on behalf
of their respondents. Commenters also
proposed that correspondents be
permitted to bid on term deposits as
agent for their respondents, even on an
individual or unaggregated basis.
According to these commenters, small
institutions cannot justify the staff
resources required to participate
actively in the proposed term deposit
offerings, and instead could more
effectively and efficiently participate in
those offerings by placing funds with a
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correspondent acting as aggregator or as
agent, or both. These commenters
indicated that allowing correspondents
to aggregate the funds of smaller
institutions in a single term deposit
account would provide an efficient
mechanism for correspondents to invest
on behalf of their respondents, would
allow small institutions to compete for
term deposits by overcoming a high
minimum bid amount and aggressive
bidding on the rates by larger
institutions. The commenters also
asserted that allowing correspondents to
hold term deposits as agents would be
consistent with the existing provisions
of Regulation D relating to excess
balance accounts. Finally, these
commenters asserted that the offering of
term deposits was a “service” in direct
competition with private-sector deposits
and funds management services, and
therefore the rates paid should be
subject to a private-sector adjustment
factor under section 11A of the Federal
Reserve Act.

The Board has carefully considered
these comments and has determined not
to authorize the aggregation of funds of
multiple respondents in a single term
deposit that is managed by a
correspondent as agent. However,
correspondents will be able to facilitate
respondent participation in term deposit
offerings, such as by submitting a tender
on behalf of each respondent that
authorizes the correspondent to do so.
Because of operational complexities and
other accommodations being made to
enable the participation by small
institutions, the Board will not allow a
correspondent to submit as agent a
single tender for the aggregate quantity
of term deposits that its respondents
wish to hold. Correspondents that are
eligible institutions would be able to
participate in term deposit offerings for
their own account.

As noted above, some commenters
argued that term deposits were a
“service” in direct competition with
private-sector correspondent
institutions, and therefore should be
subject to a private-sector adjustment
factor under section 11A of the Federal
Reserve Act.

Section 11A of the Act was added by
the Monetary Control Act of 1980
(“MCA?”) to promote competitive
equality between member and
nonmember banks and to improve the
efficiency of the nation’s payments
mechanism by making specific Reserve
Bank services, known as “priced
services,” available to all depository
institutions at a competitive price.
Section 11A requires the Board to
establish pricing principles and a
schedule of fees to cover the specified

Reserve Bank “priced services” 4 in order
to enable private-sector service
providers to compete more effectively
with Reserve Banks.5 The Federal
Reserve’s governmental-type functions
(such as conducting monetary policy)
were not intended to be included as
“services” covered by MCA’s pricing
principles.® As stated in the proposal,
offering term deposits is a tool to drain
excess reserves balances and support
the effective implementation of
monetary policy. Accordingly, even
though private-sector correspondents
may offer some investments that are
similar in certain respects to term
deposits, the offering of term deposits is
not a “service” that is subject to the
pricing principles of Section 11A of the
Act. Finally, as noted above, rates on
term deposits are subject to an
independent statutory limit: these rates
may not exceed the general level of
short-term interest rates.”

B. Maturities of Term Deposits

The Board also requested comment on
the appropriate maturity or maturities
for term deposits, and on whether more
than one maturity should be offered.
The Board’s proposal suggested that
term deposit maturities would not
exceed one year and likely would be
between one and six months. The
proposal also suggested that term
deposit maturities could be aligned with
14-day reserve maintenance periods.

Commenters generally supported
offering term deposits with multiple
maturities in order to help institutions
manage their liquidity positions and
interest-rate risk, and suggested
maturities for term deposits ranging
from 14 days to one year. Two
commenters suggested that term
deposits of varying maturities could be
offered in a single offering, and one
commenter suggested that term deposits
of multiple maturities be offered from
the first auction. One commenter
suggested that term deposits with
shorter maturities be offered regularly,
with less frequent offerings of term
deposits with six-month maturities.

4 Section 11A(b) lists the services which the
Board must include in its schedule of fees:
Currency and coin services; check clearing and
collection services; wire transfer services;
automated clearinghouse services; settlement
services; securities and safekeeping services;
Federal Reserve float, and “[alny new services
which the Federal Reserve System offers, including
but not limited to payment services to effectuate the
electronic transfer of funds.” 12 U.S.C. 248a.

5 See 125 CoNG. REc. 525 (1979) (statement of Sen.
Proxmire).

6 Monetary Control and the Membership Problem:
Hearing on H.R. 12706, Before the H. Comm. On
Fin. Svcs., 95th Cong. 127 (1978) (Federal Reserve
Board’s Preliminary Proposal).

712 U.S.C. 461(b).

Generally, commenters felt that demand
would be greatest for term deposits with
maturities less than six months.

Several commenters supported
maturities that were multiples of 14
days to coincide with reserve
maintenance periods. Many of these
commenters specifically suggested
maturities that mirrored the maturities
of advances under the Federal Reserve’s
Term Auction Facility (TAF) (those
maturities have generally been 28 days
and 84 days), or maturities of U.S.
Treasury debt offerings or other
investments similar to term deposits.
Another commenter suggested that term
deposit maturities not exceed three
months (approximately twice the time
between Federal Open Market
Committee meetings), because
institutions could establish reasonable
interest rate expectations over a three-
month period.

In recognition of the demand to hold
term deposits of varying maturities, the
Board expects that term deposits of
more than one maturity will be offered
and that maturities of term deposits
likely will be six months or less. The
Board also expects that term deposit
maturities will be aligned with 14-day
reserve maintenance periods. Maturities
will be announced in advance of a term
deposit offering.

C. Early Withdrawal

Some commenters requested that the
Board reconsider its proposal to prohibit
early withdrawal of term deposits. Two
commenters suggested that institutions
be permitted to make early withdrawals
of term deposits for a fee; one of these
commenters suggested that early
withdrawals be limited to term deposits
with maturities of 28 days or more. Both
commenters cited the ability to maintain
flexibility in the event of changing
financial circumstances.

The Board believes that, as stated in
the proposal, early withdrawal of term
deposits would weaken the ability of
term deposits to serve as an effective
tool for draining reserve balances, and
therefore would undermine the effective
implementation of monetary policy.
Accordingly, the Board expects that
early withdrawals from term deposits
will not be permitted.

D. Offering Mechanism

The Board’s proposal described a
potential auction mechanism for
offering term deposits. The Board
received several comments (discussed
below) related specifically to offering
term deposits through an auction, none
of which opposed using an auction
mechanism. The Board expects that an
auction mechanism may be the most
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effective way to allocate term deposits
in a manner that effectively achieves the
Federal Reserve’s monetary policy
objectives. Based on monetary policy
considerations and experience with the
auction mechanism, the Board may
consider offering term deposits through
different mechanisms.

As stated above, the Board is not at
this time setting forth definitive terms
and conditions of term deposit offerings
(e.g., the maximum interest rate for an
offering). The Board will take the
comments received into consideration
when determining the terms and
conditions. Many commenters
expressed a desire for the Federal
Reserve to communicate in advance the
terms and conditions of the offerings, as
well as the purpose and desired
outcome of the program. The Board
anticipates announcing the terms and
conditions of any auction in advance,
including the quantity of term deposits
offered and their maturity, any
minimum and maximum bid amounts,
and a maximum-allowable bid interest
rate.

One commenter suggested that the
Board provide notice and an
opportunity to comment prior to
changing the terms and conditions of
term deposit offerings. The amendments
to Regulation D adopted by the Board
were designed to be sufficiently flexible
to support various approaches to term
deposit offerings, including auctions or
posted-rate term deposit offerings, and
offerings of varying amounts, maturities,
and interest rates. This flexibility is
necessary to enable the Board to adjust
the terms and conditions based on
evolving market conditions and
monetary policy needs. The Board does
not expect to seek comment in advance
of changing the terms and conditions of
term deposit offerings unless those
changes require amendments to
Regulation D.

One commenter suggested that each
institution be permitted to submit
multiple bids and proposed a maximum
of two bids per institution at each
auction. The Board is considering
permitting multiple bids per institution
for term deposits and anticipates that, if
multiple bids are permitted, there will
likely be some limit on the number of
bids an institution may submit.

E. Interest Rate or Rates Offered

The Board received a number of
comments on term deposit interest rates.
Some commenters supported
structuring auction bids as fixed-rate
bids, and others suggested that bids be
in the form of a spread over a reference
rate, resulting in a floating rate.
Commenters supporting a floating rate

suggested specific reference rates such
as the target federal funds rate, the rate
paid on required reserves, the rate paid
on excess reserves, and the overnight
indexed swap rate.

In addition, the Board received
several comments related to setting the
maximum interest rate on term deposits.
One commenter supported maintaining
flexibility as to the benchmark rates
considered when setting the maximum
interest rate. One commenter stated that
for term deposits of longer maturities,
the primary credit rate was not
necessarily an appropriate maximum
rate; rather, this commenter suggested
that auctions of term deposits of longer
maturities have a higher maximum rate,
where the increase relative to the rates
on term deposits with shorter maturities
is consistent with the steepness of the
yield curve.

The Board did not receive any
comments related to determining the
“general level” of short-term interest
rates. In identifying the “general level”
of short-term interest rates, the Board
could look to a specific short-term
interest rate, or to a range of such rates.
The “general level” of short-term interest
rates could include both fixed and
floating rates and will vary over time in
accordance with movements in short-
term interest rates. As short-term
interest rates may move within the
maturity period of a term deposit, the
Board will consider the applicable
“general level” for any particular term
deposit offering to be the general level
of short-term interest rates at the time
the rate for that particular offering is
established.

In accordance with statutory
requirements, the maximum interest
rate for each offering will not exceed the
general level of short-term interest rates.
The maximum interest rate for a given
offering will be announced in advance
of that offering. The Board expects that
interest rates on term deposits initially
will be fixed, although the Board may
consider floating-rate term deposits
based on future experience with term
deposit offerings.

F. Noncompetitive Tenders

One commenter suggested allowing
small institutions to make
noncompetitive tenders, similar to
auctions for Treasury securities. The
Board will consider including a
noncompetitive tender feature whereby
small institutions could submit a tender
outside the competitive bidding process
for the quantity of term deposits they
wish to hold and receive the rate
established by the competitive auction.

G. Individual Limits on Maximum
Amount of Deposit

The Board specifically requested
comment on whether limitations on the
amount an eligible institution may
maintain as term deposits were
necessary. Many commenters suggested
placing some limitation on the amount
of term deposits that a single institution
can hold. The limitations on an
institution’s term deposit holdings
suggested by various commenters
included restrictions based on (1) A
percentage of an institution’s capital; (2)
an institution’s average daily balance in
its master account over the prior three
months, and (3) 10 percent of total term
deposits outstanding.

Some of these commenters asserted
that limiting the amount of a single
offering that any institution can be
awarded would ensure that small
depository institutions effectively have
access to term deposits, foster greater
participation in the program, and curb
the ability of a few large institutions to
dominate term deposit offerings.
Proposals suggested by these
commenters included de minimis
minimum bid amounts, and limits based
on auction size (e.g., limiting any one
institution to between 5 percent and 25
percent of a single auction). Another
commenter suggested imposing such
limitations only on the twenty largest
institutions.

The Board expects to implement the
term deposit program in a way that
promotes equitable access to term
deposits for institutions of all sizes,
while most effectively meeting the
Federal Reserve’s monetary policy
objectives. Eligible institutions would
not be required to maintain required
reserve balances at Reserve Banks in
order to hold term deposits, nor would
they need to maintain a master account
at a Reserve Bank in order to participate
in term deposit offerings. The Board
also expects to set minimum bid
amounts for term deposit offerings low
enough so as to not be a barrier to
participation by smaller institutions.

H. Use as Collateral

Several commenters raised concerns
related to the potential availability of
term deposits to satisfy unexpected
liquidity needs of the depositor. In
addition, two commenters suggested
that term deposits be available to pledge
as collateral for advances by Federal
Home Loan Banks so that institutions
would be able to meet liquidity needs
through mechanisms other than the
discount window. One of these
commenters suggested that term
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deposits be available to pledge as
collateral for any interbank loan.

The potential complexity of
administering pledges (and re-pledges)
of term deposits as collateral to third
parties throughout the term of the
deposit could be substantial. The Board
expects that institutions will be
permitted to use their term deposits as
collateral for discount window advances
in order to manage unanticipated
funding needs. This would allow
institutions to obtain liquidity from the
Federal Reserve by pledging term
deposits or to obtain liquidity from
other sources by substituting term
deposits for other types of collateral
pledged to the discount window that
could then be pledged as collateral to
secure advances from Federal Home
Loan Banks and other third parties.
Accordingly, the Board does not expect
to permit pledges of term deposits to
third parties.

In 2008, the Board announced
revisions to its Policy on Payment
System Risk (“Revised PSR Policy”).8
Under the Revised PSR Policy,
collateralized daylight overdrafts would
incur no fee.? The Board received many
comments supporting the availability of
term deposits to collateralize daylight
overdrafts. The Board expects that term
deposits will be available to
collateralize daylight overdrafts under
the Revised PSR Policy.10

V. Final Amendments to PSR Policy
Posting Rules

The Reserve Banks measure
depository institutions’ intraday
account balances according to a set of
posting rules outlined in the Board’s
Policy on Payment System Risk (PSR
Policy).11 To reflect the settlement of
term deposits in the posting rules, the
Board is amending section II.A. of the
PSR Policy under the heading
“Procedures for Measuring Daylight
Overdrafts” as follows (changes
identified by italics):

Procedures for Measuring Daylight
Overdrafts

Opening Balance (Previous Day’s
Closing Balance)

Post at 8:30 a.m. Eastern Time:

+ Term deposit maturities and
accrued interest

Post After the Close of Fedwire Funds
Service:

873 FR 79109 (Dec. 24, 2008).

973 FR 79109, 79114 (Dec. 24, 2008).

10 The Board anticipates implementing the
Revised PSR Policy in late 2010 or early 2011. The
Board will announce the specific date at least 90
days in advance of the implementation date. 74 FR.
79117 (Dec. 24, 2008).

11 Available at http://www.federalreserve.gov/
paymentsystems/psr_policy.htm.

+/— All other transactions. These
transactions include the following:
Local Federal Reserve Bank checks
presented after 3 p.m. Eastern Time but
before 3 p.m. local time; noncash
collection; currency and coin
shipments; small-dollar credit
adjustments; term deposit settlements;
and all debit adjustments.

The Board received no comments on
the proposed amendments to the PSR
Policy and is adopting them as
proposed. These amendments to the
PSR Policy will be effective at the same
time as the amendments to Regulation
D_lZ

VI. Solicitation of Comments Regarding
use of “Plain Language”

Section 722 of the Gramm-Leach-
Bliley Act of 1999 (12 U.S.C. 4809)
requires the Board to use “plain
language” in all final rules published
after January 1, 2000. The Board has
sought to present this final rule in a
simple and straightforward manner. The
Board received no comments on
whether the proposed rule was clearly
stated and effectively organized, or on
how the Board might make the text of
the rule easier to understand.

VII Regulatory Flexibility Act

An initial regulatory flexibility
analysis (IRFA) was included in the
Board’s proposed rule in accordance
with the Regulatory Flexibility Act (5
U.S.C. 601 et. seq.). In the IRFA, the
Board specifically solicited comment on
significant alternatives that would
minimize the impact of the proposal on
small entities. The Board’s final
regulatory flexibility analysis is set forth
below. For purposes of this analysis,
banks and other depository institutions
are considered “small” if they have less
than $175 million in assets. For the
reasons stated below, the Board expects
that the final rule will not have a
significant economic impact on small
entities.

1. Statement of the Need for and the
Objectives of the Final Rule

The Board is publishing final
amendments to Regulation D to
authorize Reserve Banks to offer
interest-bearing deposits of specified
maturities to eligible institutions. Term
deposits are intended to facilitate the
conduct of monetary policy by
providing a tool for managing the
aggregate quantity of reserve balances.
Additional discussion of the need for

12 See n. 10, supra, and accompanying text
regarding the effective date of other amendments to
the PSR Policy relating to the ability of term
deposits to serve as collateral for daylight
overdrafts.

and objectives of the final rule is
contained in the SUPPLEMENTARY
INFORMATION above.

2. Summary of Significant Issues Raised
by the Public Comments in Response to
the Initial Regulatory Flexibility
Analysis

Although the Board received no
comments that were specifically in
response to the IRFA, the Board
received comments regarding the
proposal’s impact on small entities. As
discussed in the SUPPLEMENTARY
INFORMATION above, some commenters
expressed concern about small
institutions’ ability to participate in
term deposit offerings and to compete
with larger institutions in the offerings,
particularly if an auction mechanism
were used. To address these concerns,
commenters suggested that minimum
bid amounts for auctions be set
sufficiently low to allow smaller
institutions to participate and suggested
that noncompetitive tenders be offered
alongside competitive auctions. Some
commenters also suggested that there be
limits on the portions of offerings a
single institution could be awarded so
as to prevent larger institutions from
being awarded an entire offering.

As discussed above, the Board expects
to implement term deposits in a way
that promotes the access of small
entities to term deposits.

3. Small Entities Affected by the Final
Rule

Participation in term deposit offerings
would be optional for eligible
institutions of all sizes. The Board
estimates that approximately 16,010
would be eligible to hold term deposits,
of which approximately 12,267 would
be considered “small” for purposes of
the RFA (entities with assets of $175
million or less). The impact on eligible
institutions choosing to hold term
deposits would be positive, because
term deposits would expand the range
of investment opportunities available to
those institutions.

4. Description of Projected Reporting,
Recordkeeping and Other Compliance
Requirements of the Final Rule

The final rule does not impose any
new reporting, recordkeeping or
compliance requirements.

5. Significant Alternatives to the
Revisions of the Final Rule

The Board received no comments
suggesting significant alternatives to the
proposed rule that would minimize the
impact of the rule on small institutions.
The final rule, like the proposed rule,
provides the Board with significant
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flexibility to structure the terms and
conditions for term deposit offerings to
minimize any adverse effects on small
institutions. The Board will set terms
and conditions of term deposit offerings
that promote the access of small
institutions to term deposits while still
maintaining the effectiveness of term
deposits as a tool to implement
monetary policy. These steps could
include those suggested by commenters,
such as low minimum bid amounts,
aggregate limits, and noncompetitive
tenders.

VIIIL Paperwork Reduction Act

In accordance with the Paperwork
Reduction Act (PRA) of 1995 (44 U.S.C.
3506; 5 CFR 1320 Appendix A.1), the
Board reviewed the final rule under the
authority delegated to the Board by the
Office of Management and Budget
(OMB). The final rule contains no
collections of information subject to the
PRA.

List of Subjects in 12 CFR Part 204

Banks, banking, Reporting and
recordkeeping requirements.

Authority and Issuance

m For the reasons set forth in the
preamble, the Board is proposing to
amend 12 CFR part 204 as follows:

PART 204—RESERVE
REQUIREMENTS OF DEPOSITORY
INSTITUTIONS (REGULATION D)

m 1. The authority citation for Part 204
continues to read as follows:

Authority: 12 U.S.C. 248(a), 248(c), 371a,
461, 601, 611, and 6105.

m 2. Amend § 204.2 by adding paragraph
(dd) to read as follows:

§204.2 Definitions.

* * * * *

(dd) Term deposit means those funds
of an eligible institution that are
maintained by that institution for a
specified maturity at a Federal Reserve
Bank pursuant to section 204.10(e) of
this part.

m 3. Section 204.10 is amended by
revising paragraph (b)(3) and by adding
a new paragraph (e) to read as follows:

§204.10 Payment of interest on balances.
* * * * *

(b) EE I

(3) For required reserve balances,
excess balances, and term deposits, at
any other rate or rates as determined by
the Board from time to time, not to
exceed the general level of short-term
interest rates. For purposes of this
subsection, “short-term interest rates”
are rates on obligations with maturities

of no more than one year, such as the
primary credit rate and rates on term
federal funds, term repurchase
agreements, commercial paper, term
Eurodollar deposits, and other similar
instruments.

* * * * *

(e) Term deposits. (1) A Federal
Reserve Bank may accept term deposits
from eligible institutions under the
provisions of this paragraph (e) subject
to such terms and conditions as the
Board may establish from time to time,
including but not limited to conditions
regarding the maturity of the term
deposits being offered, maximum and
minimum amounts that may be
maintained by an eligible institution in
a term deposit, the interest rate or rates
offered, early withdrawal of term
deposits, pledging term deposits as
collateral and, if term deposits are
offered through an auction mechanism,
the size of the offering, maximum and
minimum bid amounts, and other
relevant terms.

(2) A term deposit will not satisfy any
institution’s required reserve balance or
contractual clearing balance.

(3) A term deposit may not be used for
general payments or settlement
activities.

By order of the Board of Governors of the
Federal Reserve System, April 29, 2010.
Jennifer J. Johnson,

Secretary of the Board.
[FR Doc. 2010-10483 Filed 5—4—10; 8:45 am]
BILLING CODE 6210-01-P

DEPARTMENT OF TRANSPORTATION

Federal Aviation Administration

14 CFR Part 39

[Docket No. FAA—-2010-0435; Directorate
Identifier 2010-NM-084-AD; Amendment
39-16283; AD 2010-10-04]

RIN 2120-AA64

Airworthiness Directives; Bombardier,
Inc. Model DHC-8-400 Series
Airplanes

AGENCY: Federal Aviation
Administration (FAA), Department of
Transportation (DOT).

ACTION: Final rule; request for
comments.

SUMMARY: We are adopting a new
airworthiness directive (AD) for the
products listed above. This AD results
from mandatory continuing
airworthiness information (MCAI)
originated by an aviation authority of
another country to identify and correct
an unsafe condition on an aviation

product. The MCAI describes the unsafe
condition as:

Operators of DHC—8 400 Series aeroplanes
have been reporting chafing of wires in the
AC wire harnesses located along the lower
wing shroud on either wing resulting in a
loss of various system services. Chafed wires
may lead to arcing, local overheating and AC
generator failure. The AC generators provide
power to the anti-icing heaters, including
pitot/static heater, engine adapter heater, and
propeller heater. Failure of both AC
generators would result in the loss of these
systems and poses a safety concern.

* * * * *

Loss of both AC generators could lead
to unannunciated loss of heat to both
engine inlets, which could lead to loss
of power in both engines during icing
conditions. This AD requires actions
that are intended to address the unsafe
condition described in the MCAL
DATES: This AD becomes effective May
20, 2010.

The Director of the Federal Register
approved the incorporation by reference
of certain publications listed in the AD
as of May 20, 2010.

We must receive comments on this
AD by June 21, 2010.

ADDRESSES: You may send comments by
any of the following methods:

e Federal eRulemaking Portal: Go to
http://www.regulations.gov. Follow the
instructions for submitting comments.

e Fax:(202) 493-2251.

e Mail: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-140, 1200 New Jersey Avenue, SE.
Washington, DC 20590.

e Hand Delivery: U.S. Department of
Transportation, Docket Operations, M—
30, West Building Ground Floor, Room
W12-40, 1200 New Jersey Avenue, SE.,
Washington, DC, between 9 a.m. and 5
p.m., Monday through Friday, except
Federal holidays.

Examining the AD Docket

You may examine the AD docket on
the Internet at http://
www.regulations.gov; or in person at the
Docket Operations office between 9 a.m.
and 5 p.m., Monday through Friday,
except Federal holidays. The AD docket
contains this AD, the regulatory
evaluation, any comments received, and
other information. The street address for
the Docket Operations office (telephone
(800) 647-5527) is in the ADDRESSES
section. Comments will be available in
the AD docket shortly after receipt.

FOR FURTHER INFORMATION CONTACT:
Craig Yates, Aerospace Engineer,
Airframe and Mechanical Systems
Branch, ANE-171, FAA, New York
Aircraft Certification Office, 1600
Stewart Avenue, Suite 410, Westbury,
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New York 11590; telephone (516) 228—
7355; fax (516) 794—-5531.
SUPPLEMENTARY INFORMATION:

Discussion

Transport Canada Civil Aviation
(TCCA), which is the aviation authority
for Canada, has issued Canadian
Airworthiness Directive CF—2010-08,
dated March 16, 2010 (referred to after
this as “the MCATI”), to correct an unsafe
condition for the specified products.
The MCAI states:

Operators of DHC—-8 400 Series aeroplanes
have been reporting chafing of wires in the
AC wire harnesses located along the lower
wing shroud on either wing resulting in a
loss of various system services. Chafed wires
may lead to arcing, local overheating and AC
generator failure. The AC generators provide
power to the anti-icing heaters, including
pitot/static heater, engine adapter heater, and
propeller heater. Failure of both AC
generators would result in the loss of these
systems and poses a safety concern.

Investigation has revealed that at four
wiring harness tie down mount locations, the
blind fasteners used to attach the tie down
mount base were found to have protruding
stems which chafed through the wire
insulation leading to arcing damage. In
addition, the wire chafing along the wing rear
spar lower shroud has been attributed to
sagging wire bundles resting on the structure
and insufficient support in low clearance
areas.

This directive mandates the replacement of
the blind fasteners with solid rivets, and to
inspect for and rectify damaged wiring along
the wing lower shroud.

Loss of both AC generators could lead
to unannunciated loss of heat to both
engine inlets, which could lead to loss
of power in both engines during icing
conditions. The required actions also
include a detailed inspection for
damage and chafing of the wires in the
wiring harness installation, and the
Teflon tubing if necessary. The
corrective actions (rectifying) include
replacement or repair of the chafed or
damaged wire or Teflon tubing. You
may obtain further information by
examining the MCAI in the AD docket.

Relevant Service Information

Bombardier has issued Alert Service
Bulletin A84—24—44, Revision A, dated
February 2, 2010; and Repair Drawing
8/4-24-011, Issue 2, dated January 21,
2010. The actions described in this
service information are intended to
correct the unsafe condition identified
in the MCAIL

FAA’s Determination and Requirements
of This AD

This product has been approved by
the aviation authority of another
country, and is approved for operation
in the United States. Pursuant to our

bilateral agreement with the State of
Design Authority, we have been notified
of the unsafe condition described in the
MCALI and service information
referenced above. We are issuing this
AD because we evaluated all pertinent
information and determined the unsafe
condition exists and is likely to exist or
develop on other products of the same
type design.

Differences Between the AD and the
MCAI or Service Information

We have reviewed the MCAI and
related service information and, in
general, agree with their substance. But
we might have found it necessary to use
different words from those in the MCAI
to ensure the AD is clear for U.S.
operators and is enforceable. In making
these changes, we do not intend to differ
substantively from the information
provided in the MCAI and related
service information.

We might also have required different
actions in this AD from those in the
MCALI in order to follow FAA policies.
Any such differences are highlighted in
a Note within the AD.

FAA’s Determination of the Effective
Date

An unsafe condition exists that
requires the immediate adoption of this
AD. The FAA has found that the risk to
the flying public justifies waiving notice
and comment prior to adoption of this
rule because the chafing of a wire
bundle could result in an electrical
short and potential loss of several
functions essential for safe flight,
including both AC generators.
Therefore, we determined that notice
and opportunity for public comment
before issuing this AD are impracticable
and that good cause exists for making
this amendment effective in fewer than
30 days.

Comments Invited

This AD is a final rule that involves
requirements affecting flight safety, and
we did not precede it by notice and
opportunity for public comment. We
invite you to send any written relevant
data, views, or arguments about this AD.
Send your comments to an address
listed under the ADDRESSES section.
Include “Docket No. FAA-2010-0435;
Directorate Identifier 2010-NM—084—
AD” at the beginning of your comments.
We specifically invite comments on the
overall regulatory, economic,
environmental, and energy aspects of
this AD. We will consider all comments
received by the closing date and may
amend this AD because of those
comments.

We will post all comments we
receive, without change, to http://
www.regulations.gov, including any
personal information you provide. We
will also post a report summarizing each
substantive verbal contact we receive
about this AD.

Authority for This Rulemaking

Title 49 of the United States Code
specifies the FAA’s authority to issue
rules on aviation safety. Subtitle I,
section 106, describes the authority of
the FAA Administrator. “Subtitle VII:
Aviation Programs,” describes in more
detail the scope of the Agency’s
authority.

We are issuing this rulemaking under
the authority described in “Subtitle VII,
Part A, Subpart III, Section 44701:
General requirements.” Under that
section, Congress charges the FAA with
promoting safe flight of civil aircraft in
air commerce by prescribing regulations
for practices, methods, and procedures
the Administrator finds necessary for
safety in air commerce. This regulation
is within the scope of that authority
because it addresses an unsafe condition
that is likely to exist or develop on
products identified in this rulemaking
action.

Regulatory Findings

We determined that this AD will not
have federalism implications under
Executive Order 13132. This AD will
not have a substantial direct effect on
the States, on the relationship between
the national government and the States,
or on the distribution of power and
responsibilities among the various
levels of government.

For the reasons discussed above, I
certify this AD:

1. Is not a “significant regulatory
action” under Executive Order 12866;

2. Is not a “significant rule” under the
DOT Regulatory Policies and Procedures
(44 FR 11034, February 26, 1979); and

3. Will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act.

We prepared a regulatory evaluation
of the estimated costs to comply with
this AD and placed it in the AD docket.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

m Accordingly, under the authority
delegated to me by the Administrator,
the FAA amends 14 CFR part 39 as
follows:
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PART 39—AIRWORTHINESS
DIRECTIVES

m 1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

m 2. The FAA amends § 39.13 by adding
the following new AD:

2010-10-04 Bombardier, Inc.: Amendment
39-16283. Docket No. FAA-2010-0435;
Directorate Identifier 2010-NM-084—AD.

Effective Date

(a) This airworthiness directive (AD)
becomes effective May 20, 2010.

Affected ADs

(b) None.
Applicability

(c) This AD applies to Bombardier, Inc.
Model DHC-8-400, —401, and —402

airplanes, serial numbers 4001 through 4169
inclusive, certificated in any category.

Subject

(d) Air Transport Association (ATA) of
America Code 24: Electrical Power.

Reason

(e) The mandatory continued airworthiness
information (MCALI) states:

Operators of DHC—8 400 Series aeroplanes
have been reporting chafing of wires in the
AC wire harnesses located along the lower
wing shroud on either wing resulting in a
loss of various system services. Chafed wires
may lead to arcing, local overheating and AC
generator failure. The AC generators provide
power to the anti-icing heaters, including
pitot/static heater, engine adapter heater, and
propeller heater. Failure of both AC
generators would result in the loss of these
systems and poses a safety concern.

Investigation has revealed that at four
wiring harness tie down mount locations, the
blind fasteners used to attach the tie down
mount base were found to have protruding

stems which chafed through the wire
insulation leading to arcing damage. In
addition, the wire chafing along the wing rear
spar lower shroud has been attributed to
sagging wire bundles resting on the structure
and insufficient support in low clearance
areas.

This directive mandates the replacement of
the blind fasteners with solid rivets, and to
inspect for and rectify damaged wiring along
the wing lower shroud.

Loss of both AC generators could lead to
unannunciated loss of heat to both engine
inlets, which could lead to loss of power in
both engines during icing conditions. The
required actions also include a detailed
inspection for damage and chafing of the
wires in the wiring harness installation, and
the Teflon tubing if necessary. The corrective
actions (rectifying) include replacement or
repair of the chafed or damaged wire or
Teflon tubing.

Compliance

(f) You are responsible for having the
actions required by this AD performed within
the compliance times specified, unless the
actions have already been done.

Replacement of Blind Fasteners, Inspection
for Chafing at Four Wiring Harness Tie
Down Mount Locations and Corrective
Action

(g) Within 200 flight hours after the
effective date of this AD: Replace the blind
fasteners installed at the four wiring harness
tie down mount locations with solid rivets;
and do a detailed inspection for chafing and
damage of the wires and, as applicable, of
any Teflon tubing and do all applicable
corrective actions; in accordance with
paragraph B.(6) of the Accomplishment
Instructions of Bombardier Alert Service
Bulletin A84—24—44, Revision A, dated
February 2, 2010. Do all applicable corrective
actions before further flight.

Inspection of AC Feeder Cables Along Lower
Wing Shroud and Corrective Action

(h) At the applicable time in paragraph
(h)(1) or (h)(2) of this AD: Do a detailed

TABLE 1—MODIFICATION SUMMARIES

inspection of the wiring harness installation
along the wing rear spar lower shroud for any
chafing and damage, and do all applicable
corrective actions, in accordance with the
Accomplishment Instructions of Bombardier
Alert Service Bulletin A84—24—44, Revision
A, dated February 2, 2010. Do all applicable
corrective actions before further flight.

(1) For airplanes with AC feeder cables not
covered with protective Teflon tubing
(Modsum Number 1S4QQ2450001 or
production Modsum 4Q109946 not
incorporated): Within 600 flight hours after
the effective date of this AD.

(2) For airplanes with AC feeder cables
covered with protective Teflon tubing
(Modsum Number 1S4QQ2450001 or
production Modsum 4Q109946
incorporated): Within 4,000 flight hours after
the effective date of this AD.

(i) For airplanes on which the temporary
repair specified in Bombardier Repair
Drawing 8/4—24-011, Issue 2, dated January
21, 2010, has been done: Within 600 flight
hours after accomplishing the temporary
repair or 60 flight hours after the effective
date of this AD, whichever occurs later, do
the permanent repair or replace the wiring,
in accordance with Bombardier Repair
Drawing 8/4-24-011, Issue 2, dated January
21, 2010.

Actions According to Previous Issue of
Service Information

(j) Actions done before the effective date of
this AD in accordance with Bombardier Alert
Service Bulletin A84-24-44, dated January
27, 2010, are acceptable for compliance with
the corresponding requirements of
paragraphs (g) and (h) of this AD.

(k) Actions done before the effective date
of this AD in accordance with any
modification summary identified in Table 1
of this AD are acceptable for compliance with
the corresponding requirements of paragraph
(g) of this AD.

Bombardier modification summary— Revision— Dated—
(RTS0[0 L0 TR A January 12, 2010.
1S4Q5700013 ... B January 20, 2010.
(RTS0[0 L0 TR C January 27, 2010.

Reporting Requirement

(1) Submit a report of the findings (both
positive and negative) of the inspection
required by paragraph (h) of this AD to
Bombardier Technical Help Desk; telephone
416-375—-4000; e-mail
thd.gseries@aero.bombardier.com; at the
applicable time specified in paragraph (1)(1)
or (1)(2) of this AD. Use Figures 1 and 2
(Feedback Form) of Bombardier Alert Service
Bulletin A84—24—44, Revision A, dated
February 2, 2010, to submit the report. The
report must include the inspection results, a
description of any discrepancies found, the

airplane serial number, and the number of
landings and flight hours on the airplane.

(1) If the inspection was done on or after
the effective date of this AD: Submit the
report within 14 days after the inspection.

(2) If the inspection was accomplished
prior to the effective date of this AD: Submit
the report within 14 days after the effective
date of this AD.

FAA AD Differences

Note 1: This AD differs from the MCAI
and/or service information as follows: The
MCALI does not specify a compliance time for
doing a permanent repair or replacement for

airplanes on which a temporary repair is
done. This AD requires that the temporary
repair is replaced by a permanent repair or
replacement of the wiring. We have
coordinated this difference with Transport
Canada Civil Aviation (TCCA).

Other FAA AD Provisions

(m) The following provisions also apply to
this AD:

(1) Alternative Methods of Compliance
(AMOCs): The Manager, ANE-170, New York
Aircraft Certification Office, FAA, has the
authority to approve AMOCs for this AD, if
requested using the procedures found in 14
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CFR 39.19. Send information to Attn:
Program Manager, Continuing Operational
Safety, FAA, New York ACO, 1600 Stewart
Avenue, Suite 410, Westbury, New York,
11590; telephone 516—228-7300; fax 516—
794-5531. Before using any approved AMOC
on any airplane to which the AMOC applies,
notify your principal maintenance inspector
(PMI) or principal avionics inspector (PAI),
as appropriate, or lacking a principal
inspector, your local Flight Standards District
Office. The AMOC approval letter must
specifically reference this AD.

(2) Airworthy Product: For any requirement
in this AD to obtain corrective actions from
a manufacturer or other source, use these
actions if they are FAA-approved. Corrective

actions are considered FAA-approved if they
are approved by the State of Design Authority
(or their delegated agent). You are required

to assure the product is airworthy before it

is returned to service.

(3) Reporting Requirements: For any
reporting requirement in this AD, under the
provisions of the Paperwork Reduction Act
(44 U.S.C. 3501 et seq.), the Office of
Management and Budget (OMB) has
approved the information collection
requirements and has assigned OMB Control
Number 2120-0056.

Related Information

(n) Refer to MCAI Canadian Airworthiness
Directive CF—2010-08, dated March 16, 2010;

Bombardier Alert Service Bulletin A84—24—
44, Revision A, dated February 2, 2010; and
Bombardier Repair Drawing 8/4-24-011,
Issue 2, dated January 21, 2010; for related
information.

Material Incorporated by Reference

(o) You must use Bombardier Alert Service
Bulletin A84—24—44, Revision A, dated
February 2, 2010; and Bombardier Repair
Drawing 8/4-24-011, Issue 2, dated January
21, 2010; as applicable; to do the actions
required by this AD, unless the AD specifies
otherwise. Bombardier Repair Drawing 8/4—
24-011, Issue 2, dated January 21, 2010,
contains the following effective pages:

Page No.

Revision
level shown
on page

Date shown on page

2 | January 21, 2010.*
1 | January 18, 2010.”

*Only the first page of this repair drawing contains the issue dates.

(1) The Director of the Federal Register
approved the incorporation by reference of
this service information under 5 U.S.C.
552(a) and 1 CFR part 51.

(2) For service information identified in
this AD, contact Bombardier, Inc., 400 Cote-
Vertu Road West, Dorval, Québec H4S 1Y9,
Canada; telephone 514-855-5000; fax 514—
855—7401; e-mail
thd.gseries@aero.bombardier.com; Internet
http://www.bombardier.com.

(3) You may review copies of the service
information at the FAA, Transport Airplane
Directorate, 1601 Lind Avenue, SW., Renton,
Washington. For information on the
availability of this material at the FAA, call
425-227-1221.

(4) You may also review copies of the
service information that is incorporated by
reference at the National Archives and
Records Administration (NARA). For
information on the availability of this
material at NARA, call 202-741-6030, or go
to: http://www.archives.gov/federal_register/
code of federal regulations/ibr
locations.html.

Issued in Renton, Washington, on April 27,
2010.
Ali Bahrami,

Manager, Transport Airplane Directorate,
Aircraft Certification Service.

[FR Doc. 2010-10472 Filed 5-4—10; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF ENERGY

Federal Energy Regulatory
Commission

18 CFR Parts 1b and 157
[Docket No. RM10-21-000; Order No. 734]

Transferring Certain Enforcement
Hotline Matters to the Dispute
Resolution Service: Correction

AGENCY: Federal Energy Regulatory
Commission.

ACTION: Final Rule: correction.

SUMMARY: The Federal Energy
Regulatory Commission is correcting a
final rule that appeared in the Federal
Register of April 26, 2010, 75 FR 21503.

The document transferred certain
enforcement hotline matters to the
Commission’s Dispute Resolution
Service. This document corrects various
Part references on the first page of the
rule and in the amendatory language.
DATES: Effective May 1, 2010.

FOR FURTHER INFORMATION CONTACT:
Stuart Fischer, Office of Enforcement,
Federal Energy Regulatory Commission,
888 First Street, NE., Washington, DC
20426, (202) 502—-8517.

Nils Nichols, Office of Administrative
Litigation/Dispute Resolution Service,
Federal Energy Regulatory Commission,
888 First Street, NE., Washington, DC
20426, (202) 502—-8638.

SUPPLEMENTARY INFORMATION: In FR
Document 2010-9125, published April
26, 2010 (75 FR 21403), make the
following corrections:

1. On page 21503, column 2, the part
heading is corrected to read: “18 CFR
Parts 1b and 157”.

2. On page 21505, column 2, the
words of issuance are corrected to read
as follows:

“In consideration of the foregoing, the
Commission amends parts 1b and 157,
Chapter 1, Title 18, Code of Federal
Regulations, to read as follows:”

3. On page 21505, column 3,
amendatory instruction 1 is corrected to
read as follows:

“1. The authority citation for part 157
continues to read as follows:”

Nathaniel J. Davis, Sr.,
Deputy Secretary.

[FR Doc. 2010-10453 Filed 5-4-10; 8:45 am]
BILLING CODE 6717-01-P

DEPARTMENT OF HOMELAND
SECURITY

U.S. Customs and Border Protection

19 CFR Part 101

[CBP Dec. 10—05; USCBP-2009-0035]
RIN 1651-AA79

Further Consolidation of CBP
Drawback Centers

AGENCY: Customs and Border Protection,
DHS.

ACTION: Final rule.

SUMMARY: This document adopts as a
final rule the proposal to amend title 19
of the Code of Federal Regulations to
reflect the closure of the Customs and
Border Protection (“CBP”) Drawback
Center located at the Port of Los
Angeles-Long Beach, California. The
closure of this Drawback Center is
necessary because of decreases in claim
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filings and drawback claim values at the
Los Angeles Drawback Center and is
part of CBP’s planned consolidation of
its drawback program.

DATES: Effective Date: This rule is
effective June 4, 2010.

FOR FURTHER INFORMATION CONTACT:
Christine Kegley, Import Operations
Branch, Office of Field Operations,
Customs and Border Protection, (202)
344-2319.

SUPPLEMENTARY INFORMATION:
Background

On December 1, 2009, Customs and
Border Protection (“CBP”) published in
the Federal Register (74 FR 62715) a
proposed amendment to the CBP
regulations to reflect the proposed
closing of the Los Angeles Drawback
Center as part of the agency’s planned
consolidation of its drawback program.
The document requested public
comment regarding the proposed action.
In that document, CBP noted that
because of the decrease in the number
of drawback claims filed and processed
at the Los Angeles Drawback Center
since 2003 and the small number of
claims filed overall in the Los Angeles
center, CBP proposed to close this
drawback center, thus leaving four
centers located in its key geographical
areas of Chicago, Houston, New York,
and San Francisco. CBP believes that
closing the Los Angeles Drawback
Center is required in order to attain
CBP’s original goals of conserving
resources, increasing efficiency,
exercising fiscal responsibility, and
promoting greater uniformity in the
processing of drawback claims. In
accordance with 19 U.S.C. 2075(g)(2)(C),
the Homeland Security Act of 2002 (6
U.S.C. 217(b)(2)), and the SAFE Port Act
of 2006 (6 U.S.C. 115(D)), CBP notified
the House Committee on Ways & Means,
the Senate Committee on Finance, and
House Committee on Homeland
Security of its intent to close the Los
Angeles Drawback Center. The
Congressional notification period
expired and CBP did not receive from
Congress any objections to the proposed
closing of the Los Angeles Drawback
Center.

The document also stated that any
future claims will be required to be sent
to one of the four remaining drawback
centers located in Chicago, Houston,
New York, or San Francisco. All
remaining claims that were filed at the
Los Angeles Drawback Center prior to
closure that have not been liquidated
and still require CBP review will be
forwarded to the San Francisco
Drawback Center for final processing.

Discussion of Comments

One comment was received in
response to the solicitation of public
comment in the proposed rule. A
description of the comment received,
together with CBP’s analysis, is set forth
below.

Comment: A commenter expressed
concern about the proper staffing levels
at the San Francisco Drawback Center to
accommodate the additional drawback
claim filings it will receive due to the
closure of the Los Angeles Drawback
Center.

CBP Response: CBP concurs that
staffing at the drawback centers is very
important. CBP is mandated by the
Homeland Security Act of 2002 to
maintain a minimum staffing number
for drawback specialists. Two drawback
specialist positions that were allotted to
the Los Angeles Drawback Center have
been reassigned to the San Francisco
Drawback Center to address the
anticipated increase in workload. CBP
will continually monitor drawback
specialist staffing levels so that each of
the CBP Drawback Centers is
appropriately staffed.

Conclusion

After analysis of the comment and
further review of the matter, CBP has
determined to adopt as a final rule the
amendment proposed in the Notice of
Proposed Rulemaking published in the
Federal Register (74 FR 62715) on
December 1, 2009.

Executive Order 12866

This final rule does not meet the
criteria to be considered an
economically “significant regulatory
action” under Executive Order 12866
because it will not result in the
expenditure of over $100 million in any
one year. The Office of Management and
Budget (OMB) has not reviewed this
rule under that Order.

Regulatory Flexibility Act

The Regulatory Flexibility Act (5
U.S.C. 601 et seq.) requires federal
agencies to examine the impact a rule
would have on small entities. A small
entity may be a small business (defined
as any independently owned and
operated business not dominant in its
field that qualifies as a small business
per the Small Business Act); a small not-
for-profit organization; or a small
governmental jurisdiction (locality with
fewer than 50,000 people).

In the proposed rule, CBP stated that
the amendment would not likely have a
significant economic impact on a
substantial number of small entities.
CBP solicited public input, and did not
receive any comments challenging that

finding. We certify, therefore, that this
rule will not have a significant
economic impact on a substantial
number of small entities.

Signing Authority

This document is being issued in
accordance with 19 CFR 0.2(a), which
provides that the authority of the
Secretary of the Treasury with respect to
CBP regulations that are not related to
customs revenue functions was
transferred to the Secretary of Homeland
Security pursuant to Section 403(1) of
the Homeland Security Act of 2002.
Accordingly, this final rule to amend
such regulations may be signed by the
Secretary of Homeland Security (or her
delegate).

List of Subjects in 19 CFR Part 101

Customs duties and inspection,
Customs ports of entry.

Amendment to the Regulations

m For the reasons set forth above, part
101 of the title 19 of the Code of Federal
Regulations (19 CFR part 101) is
amended as follows:

PART 101—GENERAL PROVISIONS

m 1. The general authority citation for
part 101 continues to read as follows:

Authority: 5 U.S.C. 301; 19 U.S.C. 2, 66,
1202 (General Note 3(i), Harmonized Tariff
Schedule of the United States), 1623, 1624,
1646a.

Section 101.3 and 101.4 also issued under
19 U.S.C. 1 and 58b.

* * * * *

§101.3 [Amended]

m 2.In § 101.3, the table in paragraph
(b)(1) is amended by removing the plus
sign in the “Ports of entry” column
before the column listing for “Los
Angeles-Long Beach” under the state of
California.

Dated: April 28, 2010.
Alan Bersin,

Commissioner, U.S. Customs and Border
Protection.

[FR Doc. 2010-10506 Filed 5-4—10; 8:45 am]
BILLING CODE 9111-14-P
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 556 and 558
[Docket No. FDA-2010-N-0002]

Animal Drugs, Feeds, and Related
Products; Withdrawal of Approval of a
New Animal Drug Application;
Buquinolate; Coumaphos

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug
Administration (FDA) is amending the
animal drug regulations by removing
those portions that reflect approval of
two new animal drug applications
(NADAsS). In a notice published
elsewhere in this issue of the Federal
Register, FDA is withdrawing approval
of these NADAs.

DATES: This rule is effective May 17,
2010.

FOR FURTHER INFORMATION CONTACT: John
Bartkowiak, Center for Veterinary
Medicine (HFV-212), Food and Drug
Administration, 7519 Standish P1.,
Rockville, MD 20855, 240-276-9079, e-
mail: john.bartkowiak@fda.hhs.gov.
SUPPLEMENTARY INFORMATION: Purina
Mills, Inc., P.O. Box 66812, St. Louis,
MO 63166—6812 has requested that FDA
withdraw approval of NADA 42-117 for
Purina 6 Day Worm-Kill Concentrate
(coumaphos) because the product is no
longer manufactured or marketed.

In addition, Pharmacia & Upjohn Co.,
a Division of Pfizer, Inc., 235 East 42d
St., New York, NY 10017 has requested
that FDA withdraw approval of NADA
45-738 for use of LINCOMIX
(lincomycin) and BONAID (buquinolate)
single-ingredient Type A medicated
articles to make two-way, combination
drug Type C medicated broiler feed
because buquinolate is no longer
manufactured or marketed.

In a notice published elsewhere in
this issue of the Federal Register, FDA
gave notice that approval of NADA 42—
117 and NADA 45-738, and all
supplements and amendments thereto,
is withdrawn, effective May 17, 2010.
As provided in the regulatory text of
this document, the animal drug
regulations are amended to reflect these
withdrawals of approval.

In 1995, the approval of NADA 34 716
for BONAID Type A medicated article
was voluntarily withdrawn (60 FR
37651, July 21, 1995) and approved
conditions of use for buquinolate and all
its approved combinations in 21 CFR

558.105, including combination with
lincomycin under NADA 45-738, were
removed (60 FR 39847, July 21, 1995).
At this time, the tolerances for residues
of buquinolate in edible products of
chickens and its listing as a Category I
drug in 21 CFR 558.4 are being
removed.

This rule does not meet the definition
of “rule” in 5 U.S.C. 804(3)(A) because
it is a rule of “particular applicability.”
Therefore, it is not subject to the
congressional review requirements in 5
U.S.C. 801-808.

List of Subjects
21 CFR Part 556

Animal drugs, Foods.

21 CFR Part 558

Animal drugs, Animal feeds.

m Therefore, under the Federal Food,
Drug, and Cosmetic Act and under the
authority delegated to the Commissioner
of Food and Drugs and redelegated to
the Center for Veterinary Medicine, 21
CFR parts 556 and 558 are amended as
follows:

PART 556—TOLERANCES FOR
RESIDUES OF NEW ANIMAL DRUGS
IN FOOD

m 1. The authority citation for 21 CFR
part 556 continues to read as follows:

Authority: 21 U.S.C. 342, 360b, 371.
§556.90 [Removed]
m 2. Remove § 556.90.

PART 558—NEW ANIMAL DRUGS FOR
USE IN ANIMAL FEEDS

m 3. The authority citation for 21 CFR
part 558 continues to read as follows:

Authority: 21 U.S.C. 360b, 371.
§558.4 [Amended]

m 4.In §558.4, in paragraph (d), in the
“Category I” table, remove the entry for
“Buquinolate”.

§558.185 [Amended]

m 5.In §558.185, remove paragraph
(b)(2) and redesignate paragraph (b)(3)
as paragraph (b)(2).

Dated: April 30, 2010.
Bernadette Dunham,
Director, Center for Veterinary Medicine.
[FR Doc. 2010-10564 Filed 5-4-10; 8:45 am]
BILLING CODE 4160-01-S

DEPARTMENT OF THE TREASURY

Office of Foreignh Assets Control

31 CFR Part 551

Somalia Sanctions Regulations

AGENCY: Office of Foreign Assets
Control, Treasury.

ACTION: Final Rule.

SUMMARY: The Department of the
Treasury’s Office of Foreign Assets
Control (“OFAC”) is issuing regulations
with respect to Somalia to implement
Executive Order 13536 of April 12,
2010. OFAC intends to supplement this
part 551 with a more comprehensive set
of regulations, which may include
additional interpretive and definitional
guidance and additional general
licenses and statements of licensing
policy.

DATES: Effective Date: May 5, 2010.

FOR FURTHER INFORMATION CONTACT:
Assistant Director for Compliance,
Outreach & Implementation, tel.: 202/
622-2490, Assistant Director for
Licensing, tel.: 202/622-2480, Assistant
Director for Policy, tel.: 202/622—-4855,
Office of Foreign Assets Control, or
Chief Counsel (Foreign Assets Control),
tel.: 202/622—2410, Office of the General
Counsel, Department of the Treasury
(not toll free numbers).

SUPPLEMENTARY INFORMATION:
Electronic and Facsimile Availability

This document and additional
information concerning OFAC are
available from OFAC’s Web site
(http://www.treas.gov/ofac). Certain
general information pertaining to

FAC’s sanctions programs also is
available via facsimile through a 24-
hour fax-on-demand service, tel.: 202/
622-0077.

Background

On April 12, 2010, the President,
invoking the authority of, inter alia, the
International Emergency Economic
Powers Act (50 U.S.C. 1701-1706), the
National Emergencies Act (50 U.S.C.
1601 et seq.), and section 5 of the
United Nations Participation Act (22
U.S.C. 287c), issued Executive Order
13536 (75 FR 19869, April 15, 2010)
(“E.O. 13536”), effective at 12:01 a.m.
eastern daylight time on April 13, 2010.

The Department of the Treasury’s
Office of Foreign Assets Control is
issuing the Somalia Sanctions
Regulations, 31 CFR part 551 (the
“Regulations”), to implement E.O.
13536, pursuant to authorities delegated
to the Secretary of the Treasury in E.O.
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13536. A copy of E.O. 13536 appears in
appendix A to this part.

The Regulations are being published
in abbreviated form at this time for the
purpose of providing immediate
guidance to the public. OFAC intends to
supplement this part 551 with a more
comprehensive set of regulations, which
may include additional interpretive and
definitional guidance and additional
general licenses and statements of
licensing policy. (The appendix to the
Regulations will be removed when
OFAC supplements this part with a
more comprehensive set of regulations.)

Public Participation

Because the Regulations involve a
foreign affairs function, the provisions
of Executive Order 12866 and the
Administrative Procedure Act (5 U.S.C.
553) requiring notice of proposed
rulemaking, opportunity for public
participation, and delay in effective date
are inapplicable. Because no notice of
proposed rulemaking is required for this
rule, the Regulatory Flexibility Act (5
U.S.C. 601-612) does not apply.

Paperwork Reduction Act

The collections of information related
to the Regulations are contained in 31
CFR part 501 (the “Reporting,
Procedures and Penalties Regulations”).
Pursuant to the Paperwork Reduction
Act of 1995 (44 U.S.C. 3507), those
collections of information have been
approved by the Office of Management
and Budget under control number 1505—
0164. An agency may not conduct or
sponsor, and a person is not required to
respond to, a collection of information
unless the collection of information
displays a valid control number.

List of Subjects in 31 CFR Part 551

Administrative practice and
procedure, Banks, Banking, Blocking of
assets, Credit, Services, Somalia.

m For the reasons set forth in the
preamble, the Department of the
Treasury’s Office of Foreign Assets
Control adds part 551 to 31 CFR Chapter
V to read as follows:

PART 551—SOMALIA SANCTIONS
REGULATIONS

Subpart A—Relation of This Part to Other
Laws and Regulations

Sec.
551.101 Relation of this part to other laws
and regulations.

Subpart B—Prohibitions

551.201 Prohibited transactions.

551.202 Effect of transfers violating the
provisions of this part.

551.203 Holding of funds in interest-
bearing accounts; investment and
reinvestment.

Subpart C—General Definitions

551.301
551.302
551.303
551.304
551.305
551.306
551.307
551.308
551.309
551.310
551.311

Blocked account; blocked property.
Effective date.

Entity.

Interest.

Licenses; general and specific.
Person.

Property; property interest.
Transfer.

United States.

U.S. financial institution.

United States person; U.S. person.

Subpart D—Interpretations

551.401 [Reserved]

551.402 Effect of amendment.

551.403 Termination and acquisition of an
interest in blocked property.

551.404 Transactions ordinarily incident to
a licensed transaction authorized.

551.405 Setoffs prohibited.

551.406 Entities owned by a person whose
property and interests in property are
blocked.

Subpart E—Licenses, Authorizations, and

Statements of Licensing Policy

551.501 [Reserved]

551.502 [Reserved]

551.503 Exclusion from licenses.

551.504 Payments and transfers to blocked
accounts in U.S. financial institutions.

551.505 Entries in certain accounts for
normal service charges authorized.

551.506 Provision of certain legal services
authorized.

551.507 Authorization of emergency
medical services.

Subpart F—[Reserved]
Subpart G—[Reserved]

Subpart H—Procedures
551.801 [Reserved]

551.802 Delegation by the Secretary of the
Treasury.

Subpart I—Paperwork Reduction Act
551.901 Paperwork Reduction Act notice.

Appendix A to Part 551—Executive Order
13536

Authority: 3 U.S.C. 301; 31 U.S.C. 321(b);
50 U.S.C. 1601-1651, 1701-1706; 22 U.S.C.
287¢; Pub. L. 101-410, 104 Stat. 890 (28
U.S.C. 2461 note); Pub. L. 110-96, 121 Stat.
1011; E.O. 13536, 75 FR 19869, April 15,
2010.

Subpart A—Relation of This Part to
Other Laws and Regulations

§551.101 Relation of this part to other
laws and regulations.

This part is separate from, and
independent of, the other parts of this
chapter, with the exception of part 501
of this chapter, the recordkeeping and
reporting requirements and license
application and other procedures of
which apply to this part. Actions taken
pursuant to part 501 of this chapter with
respect to the prohibitions contained in
this part are considered actions taken
pursuant to this part. Differing foreign

policy and national security
circumstances may result in differing
interpretations of similar language
among the parts of this chapter. No
license or authorization contained in or
issued pursuant to those other parts
authorizes any transaction prohibited by
this part. No license or authorization
contained in or issued pursuant to any
other provision of law or regulation
authorizes any transaction prohibited by
this part. No license or authorization
contained in or issued pursuant to this
part relieves the involved parties from
complying with any other applicable
laws or regulations.

Note to § 551.101: This part has been
published in abbreviated form for the
purpose of providing immediate guidance to
the public. OFAC intends to supplement this
part with a more comprehensive set of
regulations, which may include additional
interpretive and definitional guidance and
additional general licenses and statements of
licensing policy.

Subpart B—Prohibitions

§551.201 Prohibited transactions.

All transactions prohibited pursuant
to Executive Order 13536 are also
prohibited pursuant to this part.

Note 1 to §551.201: The names of persons
listed in or designated pursuant to Executive
Order 13536, whose property and interests in
property are blocked pursuant to this section,
are published on the Office of Foreign Assets
Control’s Specially Designated Nationals and
Blocked Persons List (“SDN” list) (which is
accessible via the Office of Foreign Assets
Control’s Web site), published in the Federal
Register, and incorporated into Appendix A
to this chapter with the identifier
“[SOMALIA].” See § 551.406 concerning
entities that may not be listed on the SDN list
but whose property and interests in property
are nevertheless blocked pursuant to this
section.

Note 2 to §551.201: Section 203 of the
International Emergency Economic Powers
Act (50 U.S.C. 1701-1706) (“IEEPA”)
explicitly authorizes the blocking of property
and interests in property of a person during
the pendency of an investigation. The names
of persons whose property and interests in
property are blocked pending investigation
pursuant to this part also are published on
the SDN list, published in the Federal
Register, and incorporated into Appendix A
to this chapter with the identifier “[BPI-
SOMALIA].”

Note 3 to §551.201: Sections 501.806 and
501.807 of this chapter describe the
procedures to be followed by persons
seeking, respectively, the unblocking of
funds that they believe were blocked due to
mistaken identity, or administrative
reconsideration of their status as persons
whose property and interests in property are
blocked pursuant to this section.
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§551.202 Effect of transfers violating the
provisions of this part.

(a) Any transfer after the effective date
that is in violation of any provision of
this part or of any regulation, order,
directive, ruling, instruction, or license
issued pursuant to this part, and that
involves any property or interest in
property blocked pursuant to §551.201,
is null and void and shall not be the
basis for the assertion or recognition of
any interest in or right, remedy, power,
or privilege with respect to such
property or property interests.

(b) No transfer before the effective
date shall be the basis for the assertion
or recognition of any right, remedy,
power, or privilege with respect to, or
any interest in, any property or interest
in property blocked pursuant to
§551.201, unless the person who holds
or maintains such property, prior to that
date, had written notice of the transfer
or by any written evidence had
recognized such transfer.

(c) Unless otherwise provided, an
appropriate license or other
authorization issued by the Office of
Foreign Assets Control before, during, or
after a transfer shall validate such
transfer or make it enforceable to the
same extent that it would be valid or
enforceable but for the provisions of
IEEPA, Executive Order 13536, this part,
and any regulation, order, directive,
ruling, instruction, or license issued
pursuant to this part.

(d) Transfers of property that
otherwise would be null and void or
unenforceable by virtue of the
provisions of this section shall not be
deemed to be null and void or
unenforceable as to any person with
whom such property is or was held or
maintained (and as to such person only)
in cases in which such person is able to
establish to the satisfaction of the Office
of Foreign Assets Control each of the
following paragraphs (d)(1) through (3):

(1) Such transfer did not represent a
willful violation of the provisions of this
part by the person with whom such
property is or was held or maintained
(and as to such person only);

(2) The person with whom such
property is or was held or maintained
did not have reasonable cause to know
or suspect, in view of all the facts and
circumstances known or available to
such person, that such transfer required
a license or authorization issued
pursuant to this part and was not so
licensed or authorized, or, if a license or
authorization did purport to cover the
transfer, that such license or
authorization had been obtained by
misrepresentation of a third party or
withholding of material facts or was
otherwise fraudulently obtained; and

(3) The person with whom such
property is or was held or maintained
filed with the Office of Foreign Assets
Control a report setting forth in full the
circumstances relating to such transfer
promptly upon discovery that:

(i) Such transfer was in violation of
the provisions of this part or any
regulation, ruling, instruction, license,
or other directive or authorization
issued pursuant to this part;

(ii) Such transfer was not licensed or
authorized by the Office of Foreign
Assets Control; or

(iii) If a license did purport to cover
the transfer, such license had been
obtained by misrepresentation of a third
party or withholding of material facts or
was otherwise fraudulently obtained.

Note to paragraph (d) of § 551.202: The
filing of a report in accordance with the
provisions of paragraph (d)(3) of this section
shall not be deemed evidence that the terms
of paragraphs (d)(1) and (d)(2) of this section
have been satisfied.

(e) Unless licensed pursuant to this
part, any attachment, judgment, decree,
lien, execution, garnishment, or other
judicial process is null and void with
respect to any property in which, on or
since the effective date, there existed an
interest of a person whose property and
interests in property are blocked
pursuant to §551.201.

§551.203 Holding of funds in interest-
bearing accounts; investment and
reinvestment.

(a) Except as provided in paragraphs
(c) or (d) of this section, or as otherwise
directed by the Office of Foreign Assets
Control, any U.S. person holding funds,
such as currency, bank deposits, or
liquidated financial obligations, subject
to §551.201 shall hold or place such
funds in a blocked interest-bearing
account located in the United States.

(b)(1) For purposes of this section, the
term blocked interest-bearing account
means a blocked account:

(i) In a federally-insured U.S. bank,
thrift institution, or credit union,
provided the funds are earning interest
at rates that are commercially
reasonable; or

(ii) With a broker or dealer registered
with the Securities and Exchange
Commission under the Securities
Exchange Act of 1934 (15 U.S.C. 78a et
seq.), provided the funds are invested in
a money market fund or in U.S.
Treasury bills.

(2) For purposes of this section, a rate
is commercially reasonable if it is the
rate currently offered to other depositors
on deposits or instruments of
comparable size and maturity.

(3) Funds held or placed in a blocked
account pursuant to this paragraph (b)

may not be invested in instruments the
maturity of which exceeds 180 days. If
interest is credited to a separate blocked
account or subaccount, the name of the
account party on each account must be
the same.

(c) Blocked funds held in instruments
the maturity of which exceeds 180 days
at the time the funds become subject to
§551.201 may continue to be held until
maturity in the original instrument,
provided any interest, earnings, or other
proceeds derived therefrom are paid
into a blocked interest-bearing account
in accordance with paragraphs (b) or (d)
of this section.

(d) Blocked funds held in accounts or
instruments outside the United States at
the time the funds become subject to
§551.201 may continue to be held in the
same type of accounts or instruments,
provided the funds earn interest at rates
that are commercially reasonable.

(e) This section does not create an
affirmative obligation for the holder of
blocked tangible property, such as
chattels or real estate, or of other
blocked property, such as debt or equity
securities, to sell or liquidate such
property. However, the Office of Foreign
Assets Control may issue licenses
permitting or directing such sales or
liquidation in appropriate cases.

(f) Funds subject to this section may
not be held, invested, or reinvested in
a manner that provides immediate
financial or economic benefit or access
to any person whose property and
interests in property are blocked
pursuant to § 551.201, nor may their
holder cooperate in or facilitate the
pledging or other attempted use as
collateral of blocked funds or other
assets.

Subpart C—General Definitions

§551.301
property.

The terms blocked account and
blocked property shall mean any
account or property subject to the
prohibitions in § 551.201 held in the
name of a person whose property and
interests in property are blocked
pursuant to § 551.201, or in which such
person has an interest, and with respect
to which payments, transfers,
exportations, withdrawals, or other
dealings may not be made or effected
except pursuant to an authorization or
license from the Office of Foreign Assets
Control expressly authorizing such
action.

Note to §551.301: See §551.406
concerning the blocked status of property
and interests in property of an entity that is
50 percent or more owned by a person whose
property and interests in property are
blocked pursuant to § 551.201.

Blocked account; blocked
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§551.302 Effective date.

The term effective date refers to the
effective date of the applicable
prohibitions and directives contained in
this part as follows:

(a) With respect to a person listed in
the Annex to E.O. 13536, 12:01 a.m.
eastern daylight time, April 13, 2010; or

(b) With respect to a person whose
property and interests in property are
otherwise blocked pursuant to E.O.
13536, the earlier of the date of actual
or constructive notice that such person’s
property and interests in property are

blocked.

§551.303 Entity.

The term entity means a partnership,
association, trust, joint venture,
corporation, group, subgroup, or other
organization.

§551.304 Interest.

Except as otherwise provided in this
part, the term interest, when used with
respect to property (e.g., “an interest in
property”), means an interest of any
nature whatsoever, direct or indirect.

§551.305 Licenses; general and specific.

(a) Except as otherwise specified, the
term license means any license or
authorization contained in or issued
pursuant to this part.

(b) The term general license means
any license or authorization the terms of
which are set forth in subpart E of this
part.

(c) The term specific license means
any license or authorization not set forth
in subpart E of this part but issued
pursuant to this part.

Note to §551.305: See §501.801 of this
chapter on licensing procedures.

§551.306 Person.

The term person means an individual
or entity.

§551.307 Property; property interest.
The terms property and property
interest include, but are not limited to,
money, checks, drafts, bullion, bank
deposits, savings accounts, debts,
indebtedness, obligations, notes,
guarantees, debentures, stocks, bonds,
coupons, any other financial
instruments, bankers acceptances,
mortgages, pledges, liens or other rights
in the nature of security, warehouse
receipts, bills of lading, trust receipts,
bills of sale, any other evidences of title,
ownership or indebtedness, letters of
credit and any documents relating to
any rights or obligations thereunder,
powers of attorney, goods, wares,
merchandise, chattels, stocks on hand,
ships, goods on ships, real estate
mortgages, deeds of trust, vendors’ sales

agreements, land contracts, leaseholds,
ground rents, real estate and any other
interest therein, options, negotiable
instruments, trade acceptances,
royalties, book accounts, accounts
payable, judgments, patents, trademarks
or copyrights, insurance policies, safe
deposit boxes and their contents,
annuities, pooling agreements, services
of any nature whatsoever, contracts of
any nature whatsoever, and any other
property, real, personal, or mixed,
tangible or intangible, or interest or
interests therein, present, future, or
contingent.

§551.308 Transfer.

The term transfer means any actual or
purported act or transaction, whether or
not evidenced by writing, and whether
or not done or performed within the
United States, the purpose, intent, or
effect of which is to create, surrender,
release, convey, transfer, or alter,
directly or indirectly, any right, remedy,
power, privilege, or interest with respect
to any property. Without limitation on
the foregoing, it shall include the
making, execution, or delivery of any
assignment, power, conveyance, check,
declaration, deed, deed of trust, power
of attorney, power of appointment, bill
of sale, mortgage, receipt, agreement,
contract, certificate, gift, sale, affidavit,
or statement; the making of any
payment; the setting off of any
obligation or credit; the appointment of
any agent, trustee, or fiduciary; the
creation or transfer of any lien; the
issuance, docketing, filing, or levy of or
under any judgment, decree,
attachment, injunction, execution, or
other judicial or administrative process
or order, or the service of any
garnishment; the acquisition of any
interest of any nature whatsoever by
reason of a judgment or decree of any
foreign country; the fulfillment of any
condition; the exercise of any power of
appointment, power of attorney, or
other power; or the acquisition,
disposition, transportation, importation,
exportation, or withdrawal of any
security.

§551.309 United States.

The term United States means the
United States, its territories and
possessions, and all areas under the
jurisdiction or authority thereof.

§551.310 U.S. financial institution.

The term U.S. financial institution
means any U.S. entity (including its
foreign branches) that is engaged in the
business of accepting deposits, making,
granting, transferring, holding, or
brokering loans or credits, or purchasing
or selling foreign exchange, securities,

commodity futures or options, or
procuring purchasers and sellers
thereof, as principal or agent. It includes
but is not limited to depository
institutions, banks, savings banks, trust
companies, securities brokers and
dealers, commodity futures and options
brokers and dealers, forward contract
and foreign exchange merchants,
securities and commodities exchanges,
clearing corporations, investment
companies, employee benefit plans, and
U.S. holding companies, U.S. affiliates,
or U.S. subsidiaries of any of the
foregoing. This term includes those
branches, offices and agencies of foreign
financial institutions that are located in
the United States, but not such
institutions’ foreign branches, offices, or
agencies.

§551.311
person.

The term United States person or U.S.
person means any United States citizen,
permanent resident alien, entity
organized under the laws of the United
States or any jurisdiction within the
United States (including foreign
branches), or any person in the United
States.

United States person; U.S.

Subpart D—Interpretations
§551.401

§551.402 Effect of amendment.

Unless otherwise specifically
provided, any amendment,
modification, or revocation of any
provision in this part, any provision in
or appendix to this chapter, or any
order, regulation, ruling, instruction, or
license issued by the Office of Foreign
Assets Control does not affect any act
done or omitted, or any civil or criminal
proceeding commenced or pending,
prior to such amendment, modification,
or revocation. All penalties, forfeitures,
and liabilities under any such order,
regulation, ruling, instruction, or license
continue and may be enforced as if such
amendment, modification, or revocation
had not been made.

[Reserved]

§551.403 Termination and acquisition of
an interest in blocked property.

(a) Whenever a transaction licensed or
authorized by or pursuant to this part
results in the transfer of property
(including any property interest) away
from a person, such property shall no
longer be deemed to be property
blocked pursuant to §551.201, unless
there exists in the property another
interest that is blocked pursuant to
§551.201 or any other part of this
chapter, the transfer of which has not
been effected pursuant to license or
other authorization.
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(b) Unless otherwise specifically
provided in a license or authorization
issued pursuant to this part, if property
(including any property interest) is
transferred or attempted to be
transferred to a person whose property
and interests in property are blocked
pursuant to § 551.201, such property
shall be deemed to be property in which
that person has an interest and therefore

blocked.

§551.404 Transactions ordinarily incident
to a licensed transaction authorized.

Any transaction ordinarily incident to
a licensed transaction and necessary to
give effect thereto is also authorized,
except:

(a) An ordinarily incident transaction,
not explicitly authorized within the
terms of the license, by or with a person
whose property and interests in
property are blocked pursuant to
§551.201; or

(b) An ordinarily incident transaction,
not explicitly authorized within the
terms of the license, involving a debit to
a blocked account or a transfer of
blocked property.

§551.405 Setoffs prohibited.

A setoff against blocked property
(including a blocked account), whether
by a U.S. bank or other U.S. person, is
a prohibited transfer under § 551.201 if
effected after the effective date.

§551.406 Entities owned by a person
whose property and interests in property
are blocked.

A person whose property and
interests in property are blocked
pursuant to § 551.201 has an interest in
all property and interests in property of
an entity in which it owns, directly or
indirectly, a 50 percent or greater
interest. The property and interests in
property of such an entity, therefore, are
blocked, and such an entity is a person
whose property and interests in
property are blocked pursuant to
§551.201, regardless of whether the
entity itself is listed in the Annex or
designated pursuant to Executive Order
13536.

Subpart E—Licenses, Authorizations,
and Statements of Licensing Policy

§551.501
§551.502 [Reserved]

[Reserved]

§551.503 Exclusion from licenses.

The Office of Foreign Assets Control
reserves the right to exclude any person,
property, or transaction from the
operation of any license or from the
privileges conferred by any license. The
Office of Foreign Assets Control also
reserves the right to restrict the

applicability of any license to particular
persons, property, transactions, or
classes thereof. Such actions are binding
upon actual or constructive notice of the
exclusions or restrictions.

§551.504 Payments and transfers to
blocked accounts in U.S. financial
institutions.

Any payment of funds or transfer of
credit in which a person whose property
and interests in property are blocked
pursuant to § 551.201 has any interest
that comes within the possession or
control of a U.S. financial institution
must be blocked in an account on the
books of that financial institution. A
transfer of funds or credit by a U.S.
financial institution between blocked
accounts in its branches or offices is
authorized, provided that no transfer is
made from an account within the
United States to an account held outside
the United States, and further provided
that a transfer from a blocked account
may be made only to another blocked
account held in the same name.

Note to §551.504: See §501.603 of this
chapter for mandatory reporting
requirements regarding financial transfers.
See also §551.203 concerning the obligation
to hold blocked funds in interest-bearing
accounts.

§551.505 Entries in certain accounts for
normal service charges authorized.

(a) A U.S. financial institution is
authorized to debit any blocked account
held at that financial institution in
payment or reimbursement for normal
service charges owed it by the owner of
that blocked account.

(b) As used in this section, the term
normal service charges shall include
charges in payment or reimbursement
for interest due; cable, telegraph,
internet, or telephone charges; postage
costs; custody fees; small adjustment
charges to correct bookkeeping errors;
and, but not by way of limitation,
minimum balance charges, notary and
protest fees, and charges for reference
books, photocopies, credit reports,
transcripts of statements, registered
mail, insurance, stationery and supplies,
and other similar items.

§551.506 Provision of certain legal
services authorized.

(a) The provision of the following
legal services to or on behalf of persons
whose property and interests in
property are blocked pursuant to
§551.201 is authorized, provided that
all receipts of payment of professional
fees and reimbursement of incurred
expenses must be specifically licensed:

(1) Provision of legal advice and
counseling on the requirements of and

compliance with the laws of the United
States or any jurisdiction within the
United States, provided that such advice
and counseling are not provided to
facilitate transactions in violation of this
part;

(2) Representation of persons named
as defendants in or otherwise made
parties to domestic U.S. legal,
arbitration, or administrative
proceedings;

(3) Initiation and conduct of domestic
U.S. legal, arbitration, or administrative
proceedings in defense of property
interests subject to U.S. jurisdiction;

(4) Representation of persons before
any federal or state agency with respect
to the imposition, administration, or
enforcement of U.S. sanctions against
such persons; and

(5) Provision of legal services in any
other context in which prevailing U.S.
law requires access to legal counsel at
public expense.

(b) The provision of any other legal
services to persons whose property and
interests in property are blocked
pursuant to § 551.201, not otherwise
authorized in this part, requires the
issuance of a specific license.

(c) Entry into a settlement agreement
or the enforcement of any lien,
judgment, arbitral award, decree, or
other order through execution,
garnishment, or other judicial process
purporting to transfer or otherwise alter
or affect property or interests in
property blocked pursuant to §551.201
is prohibited unless licensed pursuant
to this part.

§551.507 Authorization of emergency
medical services.

The provision of nonscheduled
emergency medical services in the
United States to persons whose property
and interests in property are blocked
pursuant to § 551.201 is authorized,
provided that all receipt of payment for
such services must be specifically
licensed.

Subpart F—[Reserved]
Subpart G—[Reserved]

Subpart H—Procedures

§551.801 [Reserved]

§551.802 Delegation by the Secretary of
the Treasury.

Any action that the Secretary of the
Treasury is authorized to take pursuant
to Executive Order 13536 of April 12,
2010 (75 FR 19869, April 15, 2010), and
any further Executive orders relating to
the national emergency declared
therein, may be taken by the Director of
the Office of Foreign Assets Control or
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by any other person to whom the
Secretary of the Treasury has delegated
authority so to act.

Subpart I—Paperwork Reduction Act

§551.901

For approval by the Office of
Management and Budget (“OMB”) under
the Paperwork Reduction Act of 1995
(44 U.S.C. 3507) of information
collections relating to recordkeeping
and reporting requirements, licensing
procedures (including those pursuant to
statements of licensing policy), and
other procedures, see § 501.901 of this
chapter. An agency may not conduct or
sponsor, and a person is not required to
respond to, a collection of information
unless it displays a valid control
number assigned by OMB.

APPENDIX A TO PART 551—
EXECUTIVE ORDER 13536

Executive Order Blocking Property of
Certain Persons Contributing to the Conflict
In Somalia

Paperwork Reduction Act notice.

By the authority vested in me as President
by the Constitution and the laws of the
United States of America, including the
International Emergency Economic Powers
Act (50 U.S.C. 1701 et seq.) (IEEPA), the
National Emergencies Act (50 U.S.C. 1601 et
seq.) (NEA), section 5 of the United Nations
Participation Act, as amended (22 U.S.C.
287c¢) (UNPA), and section 301 of title 3,
United States Code,

I, BARACK OBAMA, President of the
United States of America, find that the
deterioration of the security situation and the
persistence of violence in Somalia, and acts
of piracy and armed robbery at sea off the
coast of Somalia, which have repeatedly been
the subject of United Nations Security
Council resolutions (including Resolution
1844 of November 20, 2008; Resolution 1846
of December 2, 2008; Resolution 1851 of
December 16, 2008; and Resolution 1897 of
November 30, 2009), and violations of the
arms embargo imposed by the United Nations
Security Council in Resolution 733 of
January 23, 1992, and elaborated upon and
amended by subsequent resolutions
(including Resolution 1356 of June 19, 2001;
Resolution 1725 of December 6, 2006;
Resolution 1744 of February 20, 2007;
Resolution 1772 of August 20, 2007;
Resolution 1816 of June 2, 2008; and
Resolution 1872 of May 26, 2009), constitute
an unusual and extraordinary threat to the
national security and foreign policy of the
United States, and I hereby declare a national
emergency to deal with that threat.

I hereby order:

Section 1. (a) All property and interests in
property that are in the United States, that
hereafter come within the United States, or
that are or hereafter come within the
possession or control of any United States
person, including any overseas branch, of the
following persons are blocked and may not
be transferred, paid, exported, withdrawn, or
otherwise dealt in:

(i) the persons listed in the Annex to this
order; and

(ii) any person determined by the Secretary
of the Treasury, in consultation with the
Secretary of State:

(A) to have engaged in acts that directly or
indirectly threaten the peace, security, or
stability of Somalia, including but not
limited to:

(1) acts that threaten the Djibouti
Agreement of August 18, 2008, or the
political process; or

(2) acts that threaten the Transitional
Federal Institutions, the African Union
Mission in Somalia (AMISOM), or other
international peacekeeping operations related
to Somalia;

(B) to have obstructed the delivery of
humanitarian assistance to Somalia, or access
to, or distribution of, humanitarian assistance
in Somalia;

(C) to have directly or indirectly supplied,
sold, or transferred to Somalia, or to have
been the recipient in the territory of Somalia
of, arms or any related material, or any
technical advice, training, or assistance,
including financing and financial assistance,
related to military activities;

(D) to have materially assisted, sponsored,
or provided financial, material, logistical, or
technical support for, or goods or services in
support of, the activities described in
subsections (a)(ii)(A), (a)(ii)(B), or (a)(ii)(C) of
this section or any person whose property
and interests in property are blocked
pursuant to this order; or

(E) to be owned or controlled by, or to have
acted or purported to act for or on behalf of,
directly or indirectly, any person whose
property and interests in property are
blocked pursuant to this order.

(b) I hereby determine that, among other
threats to the peace, security, or stability of
Somalia, acts of piracy or armed robbery at
sea off the coast of Somalia threaten the
peace, security, or stability of Somalia.

(c) I hereby determine that, to the extent
section 203(b)(2) of IEEPA (50 U.S.C.
1702(b)(2)) may apply, the making of
donations of the type of articles specified in
such section by, to, or for the benefit of any
person whose property and interests in
property are blocked pursuant to subsection
(a) of this section would seriously impair my
ability to deal with the national emergency
declared in this order, and I hereby prohibit
such donations as provided by subsection (a)
of this section.

(d) The prohibitions in subsection (a) of
this section include but are not limited to:

(i) the making of any contribution or
provision of funds, goods, or services by, to,
or for the benefit of any person whose
property and interests in property are
blocked pursuant to this order; and

(ii) the receipt of any contribution or
provision of funds, goods, or services from
any such person.

(e) The prohibitions in subsection (a) of
this section apply except to the extent
provided by statutes, or in regulations,
orders, directives, or licenses that may be
issued pursuant to this order, and
notwithstanding any contract entered into or
any license or permit granted prior to the
effective date of this order.

Sec. 2. (a) Any transaction by a United
States person or within the United States that
evades or avoids, has the purpose of evading
or avoiding, causes a violation of, or attempts
to violate any of the prohibitions set forth in
this order is prohibited.

(b) Any conspiracy formed to violate any
of the prohibitions set forth in this order is
prohibited.

Sec. 3. For the purposes of this order:

(a) the term “person” means an individual
or entity;

(b) the term “entity” means a partnership,
association, trust, joint venture, corporation,
group, subgroup, or other organization;

(c) the term “United States person” means
any United States citizen, permanent resident
alien, entity organized under the laws of the
United States or any 5 jurisdiction within the
United States (including foreign branches), or
any person in the United States;

(d) the term “Transitional Federal
Institutions” means the Transitional Federal
Charter of the Somali Republic adopted in
February 2004 and the Somali federal
institutions established pursuant to such
charter, and includes their agencies,
instrumentalities, and controlled entities;
and

(e) the term “African Union Mission in
Somalia” means the mission authorized by
the United Nations Security Council in
Resolution 1744 of February 20, 2007, and
reauthorized in subsequent resolutions, and
includes its agencies, instrumentalities, and
controlled entities.

Sec. 4. For those persons whose property
and interests in property are blocked
pursuant to this order who might have a
constitutional presence in the United States,
I find that because of the ability to transfer
funds or other assets instantaneously, prior
notice to such persons of measures to be
taken pursuant to this order would render
those measures ineffectual. I therefore
determine that for these measures to be
effective in addressing the national
emergency declared in this order, there need
be no prior notice of a listing or
determination made pursuant to section 1(a)
of this order.

Sec. 5. The Secretary of the Treasury, in
consultation with the Secretary of State, is
hereby authorized to take such actions,
including the promulgation of rules and
regulations, and to employ all powers
granted to the President by IEEPA and the
UNPA, as may be necessary to carry out the
purposes of this order. The Secretary of the
Treasury may redelegate any of these
functions to other officers and agencies of the
United States Government consistent with
applicable law. All 6 agencies of the United
States Government are hereby directed to
take all appropriate measures within their
authority to carry out the provisions of this
order.

Sec. 6. The Secretary of the Treasury, in
consultation with the Secretary of State, is
hereby authorized to submit the recurring
and final reports to the Congress on the
national emergency declared in this order,
consistent with section 401(c) of the NEA (50
U.S.C. 1641(c)) and section 204(c) of IEEPA
(50 U.S.C. 1703(c)).

Sec. 7. The Secretary of the Treasury, in
consultation with the Secretary of State, is
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hereby authorized to determine that
circumstances no longer warrant the blocking
of the property and interests in property of

a person listed in the Annex to this order,
and to take necessary action to give effect to
that determination.

Sec. 8. This order is not intended to, and
does not, create any right or benefit,
substantive or procedural, enforceable at law
or in equity by any party against the United
States, its departments, agencies, or entities,
its officers, employees, or agents, or any other
person.

Sec. 9. This order is effective at 12:01 a.m.
eastern standard time on April 13, 2010.
Barack Obama,

THE WHITE HOUSE,
April 12, 2010.

ANNEX

Individuals

1. Abshir ABDILLAHI [born circa 1966]

2. Hassan Abdullah Hersi AL-TURKI [born
circa 1944]

3. Hassan Dahir AWEYS [born 1935]

4. Ahmed Abdi AW-MOHAMED [born 10
July 19771

5. Yasin Ali BAYNAH [born circa 1966]

6. Mohamed Abdi GARAAD [born circa
1973]

7. Yemane GHEBREAB [born 21 July 1951]

8. Fuad Mohamed KHALAF [born circa
1965]

9. Bashir Mohamed MAHAMOUD [born
circa 1979-1982]

10. Fares Mohammed MANA’A [born 8
February 1965]

11. Mohamed SA’ID [born circa 1966]

Entity
1. al-Shabaab

Dated: April 19, 2010.

Adam J. Szubin,

Director, Office of Foreign Assets Control.
Approved: April 22, 2010.

Stuart A. Levey,

Under Secretary, Office of Terrorism and
Financial Intelligence, Department of the
Treasury.

[FR Doc. 2010-9829 Filed 5—4—10; 8:45 am]
BILLING CODE 4811-45-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 100
[Docket No. USCG—2010-0188]

National Maritime Week Tugboat
Races, Seattle, WA

AGENCY: Coast Guard, DHS.
ACTION: Notice of enforcement of
regulation.

SUMMARY: The Coast Guard will enforce
the Special Local Regulation for the
annual National Maritime Week
Tugboat Races in Elliott Bay, WA on

May 8, 2010. This action is necessary to
ensure the safety of all participants and
spectators from the inherent dangers
associated with these types of races.
During the enforcement period, no
person or vessel may enter or remain in
the regulated area except for
participants in the event, supporting
personnel, vessels registered with the
event organizer, and personnel or
vessels authorized by the Coast Guard
Patrol Commander.

DATES: The regulations in 33 CFR
100.1306 will be enforced on May 8,
2010.

FOR FURTHER INFORMATION CONTACT: If
you have questions on this notice, call
or e-mail Ensign Ashley M. Wanzer,
Sector Seattle Waterways Management
Division, Coast Guard; telephone 206—
217—-6175, e-mail
SectorSeattleWWM®@uscg.mil.
SUPPLEMENTARY INFORMATION: The Coast
Guard will enforce the Special Local

Regulation for the annual National
Maritime Week Tugboat Races, Seattle,

WA in 33 CFR 100.1306 on May 8, 2010.

These regulations can be found in the
April 17, 1996 issue of the Federal
Register (70 FR 23938).

A regulated area is established on that
portion of Elliott Bay along the Seattle
waterfront in Puget Sound bounded by
a line beginning at: 47°37°36” N,
122°22’42” W; thence to 47°37'24.5” N,
122°22’58.5” W; thence to 47°36’08” N,
122°20°53” W; thence to 47°36721” N,
122°2031” W; thence returning to the
origin. This regulated area resembles a
rectangle measuring approximately
3,900 yards along the shoreline between
Pier 57 and Pier 89, and extending
approximately 650 yards into Elliott
Bay. Temporary floating markers will be
placed by the race sponsors to delineate
the regulated area. [Datum: NAD 1983]

No person or vessel may enter or
remain in the regulated area except for
participants in the event, supporting
personnel, vessels registered with the
event organizer, and personnel or
vessels authorized by the Coast Guard
Patrol Commander.

When deemed appropriate, the Coast
Guard may establish a patrol consisting
of active and auxiliary Coast Guard
vessels and personnel in the regulated
area described above. The patrol shall
be under the direction of a Coast Guard
officer or petty officer designated by the
Captain of the Port as the Coast Guard
Patrol Commander. The Patrol
Commander may forbid and control the
movement of vessels in this regulated
area.

A succession of sharp, short blasts
from whistle or horn from vessels
patrolling the area under the direction

of the Patrol Commander shall serve as
a signal to stop. Vessels signaled shall
stop and comply with the orders of the
patrol vessel. Failure to do so may result
in expulsion from the area, citation for
failure to comply, or both.

The Coast Guard may be assisted by
other Federal, State, or local law
enforcement agencies in enforcing this
regulation.

This notice is issued under authority
of 33 CFR 100.1306 and 5 U.S.C. 552 (a).
If the COTP determines that the
regulated area need not be enforced for
the full duration stated in this notice, he
or she may use a Broadcast Notice to
Mariners to grant general permission to
enter the regulated area.

Dated: April 13, 2010
Suzanne E. Englebert,

Captain, U.S. Coast Guard, Captain of the
Port, Puget Sound.

[FR Doc. 2010-10499 Filed 5-4—10; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 117

[Docket No. USCG—2009-0249]

RIN 1625-AA09

Drawbridge Operation Regulation; CSX

Railroad, Trout River, Mile 0.9,
Jacksonville, FL

AGENCY: Coast Guard, DHS.
ACTION: Final rule.

SUMMARY: The Coast Guard is changing
the regulation governing the operation
of the CSX Railroad Bridge across the
Trout River, mile 0.9, Jacksonville,
Florida. This rule will allow the bridge
to operate using an automated system,
without an onsite bridge tender.
Currently, the bridge is required to open
on signal from 6 a.m. until 10 p.m.; and
from 10 p.m. until 6 a.m. the draw shall
open on signal if at least 12 hours notice
is given.

DATES: This rule is effective June 4,
2010.

ADDRESSES: Comments and related
materials received from the public, as
well as documents mentioned in this
preamble as being available in the
docket, are part of docket USCG-2009—
0249 and are available online by going
to http://www.regulations.gov, inserting
USCG-2009-0249 in the “Keyword”
box, and then clicking “Search.” This
material is also available for inspection
or copying at the Docket Management
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Facility (M-30), U.S. Department of
Transportation, West Building Ground
Floor, Room W12-140, 1200 New Jersey
Avenue, SE., Washington, DC 20590,
between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.
FOR FURTHER INFORMATION CONTACT: If
you have questions on this proposed
rule, call or e-mail Mr. Michael
Lieberum,
Michael.b.lieberum@uscg.mil, Seventh
Coast Guard District, Bridge Branch, 909
S.E. 1st Ave., Miami, FL 33131,
telephone number 305-415-6744. If you
have questions on viewing the docket,
call Renee V. Wright, Program Manager,
Docket Operations, telephone 202—-366—
9826.

SUPPLEMENTARY INFORMATION:

Regulatory Information

On June 4, 2009, we published a
notice of proposed rulemaking (NPRM)
entitled CSX Railroad, Trout River, mile
0.9, Jacksonville, FL in the Federal
Register (74 FR 106). We received no
comments on the proposed rule. No
public meeting was requested, and none
was held.

Background and Purpose

The bridge owner, CSX Railroad, has
requested that the Coast Guard remove
the existing regulations governing the
operation of the CSX Railroad Bridge
over the Trout River and allow the
bridge to operate utilizing an automated
system. The request is made because
there are only four train transits per day
that are short in duration. Under the
proposed rule, the bridge would remain
in the open position to vessel traffic at
all times, closing only to accommodate
train traffic.

The CSX Railroad Bridge is located on
the Trout River, mile 0.9, Jacksonville,
Florida. The current regulation
governing the operation of the CSX
Railroad Bridge is published in 33 CFR
117.337 and requires the bridge to open
on signal from 6 a.m. until 10 p.m.; and
from 10 p.m. until 6 a.m. the draw shall
open on signal if at least 12 hours notice
is given.

Regulatory Analyses

We developed this rule after
considering numerous statutes and
executive orders related to rulemaking.
Below we summarize our analyses
based on 13 of these statutes or
executive orders.

Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs

and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order. This rule will provide less
restrictive vessel traffic flow as the
bridge will be in the open position and
only lowered when a train approaches
the bridge.

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this rule would have a
significant economic impact on a
substantial number of small entities.
The term “small entities” comprises
small businesses, not-for-profit
organizations that are independently
owned and operated and are not
dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000.

The Coast Guard certifies under 5
U.S.C. 605(b) that this rule will not have
a significant economic impact on a
substantial number of small entities.

This rule will have less of an impact
on small entities as the bridge will be in
the open position and will be closed for
short periods of time as trains transit
across this bridge.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
in the NPRM we offered to assist small
entities in understanding the rule so
that they could better evaluate its effects
on them and participate in the
rulemaking process.

Collection of Information

This rule calls for no new collection
of information under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520).

Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or
impose a substantial direct cost of
compliance on them. We have analyzed
this rule under that Order and have
determined that it does not have
implications for federalism.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of

$100,000,000 or more in any one year.
Though this rule will not result in such
an expenditure, we do discuss the
effects of this rule elsewhere in this
preamble.

Taking of Private Property

This rule will not affect a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not create an environmental risk to
health or risk to safety that might
disproportionately affect children.

Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes.

Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a “significant
energy action” under that order because
it is not a “significant regulatory action”
under Executive Order 12866 and is not
likely to have a significant adverse effect
on the supply, distribution, or use of
energy. The Administrator of the Office
of Information and Regulatory Affairs
has not designated it as a significant
energy action. Therefore, it does not
require a Statement of Energy Effects
under Executive Order 13211.

Technical Standards

The National Technology Transfer
and Advancement Act (NTTAA) (15
U.S.C. 272 note) directs agencies to use
voluntary consensus standards in their
regulatory activities unless the agency
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provides Congress, through the Office of
Management and Budget, with an
explanation of why using these
standards would be inconsistent with
applicable law or otherwise impractical.
Voluntary consensus standards are
technical standards (e.g., specifications
of materials, performance, design, or
operation; test methods; sampling
procedures; and related management
systems practices) that are developed or
adopted by voluntary consensus
standards bodies.

This rule does not use technical
standards. Therefore, we did not
consider the use of voluntary consensus
standards.

Environment

We have analyzed this rule under
Department of Homeland Security
Management Directive 023—-01 and
Commandant Instruction M16475.1D,
which guides the Coast Guard in
complying with the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370f), and
have concluded that this action is one
of a category of actions which do not
individually or cumulatively have a
significant effect on the human
environment. This rule is categorically
excluded, under figure 2—1, paragraph
(32)(e), of the Instruction.

Under figure 2—1, paragraph (32)(e), of
the Instruction, an environmental
analysis checklist and a categorical
exclusion determination are not
required for this rule.

List of Subjects in 33 CFR Part 117
Bridges.

m For the reasons discussed in the
preamble, the Coast Guard amends 33
CFR part 117 as follows:

PART 117—DRAWBRIDGE
OPERATION REGULATIONS

m 1. The authority citation for part 117
continues to read as follows:

Authority: 33 U.S.C. 499; 33 CFR 1.05-1;
Department of Homeland Security Delegation
No. 0170.1.

m 2. Revise §117.337 as follows:

§117.337 Trout River.

The draw of the CSX Railroad Bridge
across the Trout River, mile 0.9 at
Jacksonville, operates as follows:

(a) The bridge is not tended.

(b) The draw is normally in the fully
open position, displaying green lights to
indicate that vessels may pass.

(c) As a train approaches, provided
the scanners do not detect a vessel
under the draw, the lights change to
flashing red and a horn continuously

sounds while the draw closes. The draw
remains closed until the train passes.

(d) After the train clears the bridge,
the lights continue to flash red and the
horn again continuously sounds while
the draw opens, until the draw is fully
open and the lights return to green.

Dated: April 21, 2010.
R.S. Branham,

Rear Admiral, U.S. Coast Guard, Commander,
Seventh Coast Guard District.

[FR Doc. 2010-10497 Filed 5—4-10; 8:45 am]
BILLING CODE 9110-04-P

DEPARTMENT OF HOMELAND
SECURITY

Coast Guard

33 CFR Part 165
[Docket No. USCG-2010-0124]
RIN 1625-AA00

Safety Zone; St. Louis River, Tallas
Island, Duluth, MN

AGENCY: Coast Guard, DHS.
ACTION: Temporary final rule.

SUMMARY: The Coast Guard is
establishing a temporary safety zone
around the Tallas Island area of the St.
Louis River, Duluth, Minnesota. All
vessels are prohibited from transiting
the zone unless specifically authorized
by the Captain of the Port or a
designated representative. This
temporary safety zone is necessary in
order to ensure the safety of the general
public from hazards associated with the
dredging project.

DATES: Effective Date: this rule is
effective in the CFR from May 5, 2010
until 11:59 p.m. November 30, 2010.
This rule is effective with actual notice
for purposes of enforcement beginning
12:01 a.m. May 1, 2010 through 11:59
p-m. November 30, 2010.

ADDRESSES: Documents indicated in this
preamble as being available in the
docket are part of docket USCG—-2010-
0124 and are available online by going
to http://www.regulations.gov, inserting
USCG-2010-0124 in the “Keyword”
box, and then clicking “Search.” They
are also available for inspection or
copying at the Docket Management
Facility (M—30), U.S. Department of
Transportation, West Building Ground
Floor, Room W12-140, 1200 New Jersey
Avenue, SE., Washington, DC 20590,
between 9 a.m. and 5 p.m., Monday
through Friday, except Federal holidays.
FOR FURTHER INFORMATION CONTACT: If
you have questions on this temporary
rule, call or e-mail LT Aaron Gross,

Chief of Port Operations, MSU Duluth,
Coast Guard; telephone (218) 720-5286
Ext. 111, e-mail aaron.l.gross@uscg.mil.
If you have questions on viewing the
docket, call Renee V. Wright, Program
Manager, Docket Operations, telephone
202-366-9826.

SUPPLEMENTARY INFORMATION:

Regulatory Information

The Coast Guard is issuing this
temporary final rule without prior
notice and opportunity to comment
pursuant to authority under section 4(a)
of the Administrative Procedure Act
(APA) (5 U.S.C. 553(b)). This provision
authorizes an agency to issue a rule
without prior notice and opportunity to
comment when the agency for good
cause finds that those procedures are
“impracticable, unnecessary, or contrary
to the public interest.” Under 5 U.S.C.
553(b)(B), the Coast Guard finds that
good cause exists for not publishing a
notice of proposed rulemaking (NPRM)
with respect to this rule because the
publishing of an NPRM would be
impracticable and contrary to public
interest as immediate action is
necessary to provide for the safety of life
and property on navigable waters. The
Coast Guard will issue broadcast notice
to mariners to advise vessel operators of
navigational restrictions. On-scene
Coast Guard and local law enforcement
vessels will also provide actual notice to
mariners.

Under 5 U.S.C. 553(d)(3), the Coast
Guard finds that good cause exists for
making this rule effective less than 30
days after publication in the Federal
Register. Delaying the effective date
would be contrary to public interest
because the hazards associated with
dredging projects could lead to severe
injury, fatalities, and/or destruction of
public property. Therefore, immediate
action is needed to ensure the public’s
safety.

Basis and Purpose

This temporary safety zone is
necessary to ensure the safety of the
general public from the potential threat
associated with the dredging project
beginning at Tallas Island, St. Louis
River. The Captain of the Port Duluth
has determined this activity could pose
significant risk to public safety and
property. Establishing a safety zone to
control vessel movement around the
location of the work site will help
prevent damage and injury to workers
on the site, any recreational vessels, the
public and help minimize the associated
risks.
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Discussion of Rule

The following area will be a
temporary safety zone: Near Tallas
Island on the St. Louis River to include
all waters contained within the zone
located at 46°42.30 N 092°11.56 W and
then run northeast to position; 46°42.53
N 092°11.30 W and then run northwest
to position; 46°43.5 N 092°11.41 W and
then run southwest to position; 46°42.37
N 092°12.11 W and then running
southeast back to the starting point
(NAD 83). The safety zone’s boundary is
approximately 3500 ft. by 1500 ft. on the
long end, extending behind Tallas
Island, and 3000 ft by 1500 ft on the
short end, extending into open waters.
The safety zone will be effective from
May 1, 2010 through November 30,
2010.

All persons and vessels shall comply
with the instructions of the Coast Guard
Captain of the Port or the designated on-
scene representative. Entry into,
transiting, or anchoring within the
safety zone will be prohibited unless
authorized by the Captain of the Port
Duluth or his designated on-scene
representative. The Captain of the Port
or his designated on-scene
representative may be contacted via
VHF Channel 16.

Regulatory Analyses

We developed this rule after
considering numerous statutes and
executive orders related to rulemaking.
Below we summarize our analyses
based on 13 of these statutes or
executive orders.

Regulatory Planning and Review

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866, Regulatory
Planning and Review, and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
Order. The Office of Management and
Budget has not reviewed it under that
Order.

Although this regulation will restrict
access to the area, the effect of this rule
will not be significant because: (i) The
safety zone is a limited size; (ii) vessels
may be granted permission to transit the
area by the Captain of the Port or a
designated representative .

Small Entities

Under the Regulatory Flexibility Act
(5 U.S.C. 601-612), we have considered
whether this rule would have a
significant economic impact on a
substantial number of small entities.
The term “small entities” comprises
small businesses, not-for-profit
organizations that are independently
owned and operated and are not

dominant in their fields, and
governmental jurisdictions with
populations of less than 50,000.

The Coast Guard certifies under 5
U.S.C. 605(b) that this rule will not have
a significant economic impact on a
substantial number of small entities.
This rule will affect the following
entities, some of which may be small
entities: Owners or operators of vessels
operating in the St. Louis River
intending to transit through or anchor in
the waters near Tallas Island during the
effective period of the safety zone. This
rule will not have a significant
economic impact on the owners or
operators of affected vessels because the
rule is temporary in nature, lasting for
only a few months. Also, it affects a
relatively small area of water along the
St. Louis River. Therefore, vessels can
easily transit around the zone. In
addition, the safety zone will not limit
any residential or public access areas.
Finally, small entities needing entry
into the temporary safety zone might
gain access via communications with
the Captain of the Port or designated
representative.

Assistance for Small Entities

Under section 213(a) of the Small
Business Regulatory Enforcement
Fairness Act of 1996 (Pub. L. 104-121),
we offer to assist small entities in
understanding the rule so that they can
better evaluate its effects on them and
participate in the rulemaking process.

Small businesses may send comments
on the actions of Federal employees
who enforce, or otherwise determine
compliance with, Federal regulations to
the Small Business and Agriculture
Regulatory Enforcement Ombudsman
and the Regional Small Business
Regulatory Fairness Boards. The
Ombudsman evaluates these actions
annually and rates each agency’s
responsiveness to small business. If you
wish to comment on actions by
employees of the Coast Guard, call
1-888—REG-FAIR (1-888-734—3247).
The Coast Guard will not retaliate
against small entities that question or
complain about this rule or any policy
or action of the Coast Guard.

Collection of Information

This rule calls for no new collection
of information under the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501—
3520).

Federalism

A rule has implications for federalism
under Executive Order 13132,
Federalism, if it has a substantial direct
effect on State or local governments and
would either preempt State law or

impose a substantial direct cost of
compliance on them. We have analyzed
this rule under that Order and have
determined that it does not have
implications for federalism.

Unfunded Mandates Reform Act

The Unfunded Mandates Reform Act
of 1995 (2 U.S.C. 1531-1538) requires
Federal agencies to assess the effects of
their discretionary regulatory actions. In
particular, the Act addresses actions
that may result in the expenditure by a
State, local, or tribal government, in the
aggregate, or by the private sector of
$100,000,000 (adjusted for inflation) or
more in any one year. Though this rule
will not result in such an expenditure,
we do discuss the effects of this rule
elsewhere in this preamble.

Taking of Private Property

This rule will not cause a taking of
private property or otherwise have
taking implications under Executive
Order 12630, Governmental Actions and
Interference with Constitutionally
Protected Property Rights.

Civil Justice Reform

This rule meets applicable standards
in sections 3(a) and 3(b)(2) of Executive
Order 12988, Civil Justice Reform, to
minimize litigation, eliminate
ambiguity, and reduce burden.

Protection of Children

We have analyzed this rule under
Executive Order 13045, Protection of
Children from Environmental Health
Risks and Safety Risks. This rule is not
an economically significant rule and
does not create an environmental risk to
health or risk to safety that may
disproportionately affect children.

Indian Tribal Governments

This rule does not have tribal
implications under Executive Order
13175, Consultation and Coordination
with Indian Tribal Governments,
because it does not have a substantial
direct effect on one or more Indian
tribes, on the relationship between the
Federal Government and Indian tribes,
or on the distribution of power and
responsibilities between the Federal
Government and Indian tribes.

Energy Effects

We have analyzed this rule under
Executive Order 13211, Actions
Concerning Regulations That
Significantly Affect Energy Supply,
Distribution, or Use. We have
determined that it is not a “significant
energy action” under that order because
it is not a “significant regulatory action”
under Executive Order 12866 and is not
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likely to have a significant adverse effect
on the supply, distribution, or use of
energy. The Administrator of the Office
of Information and Regulatory Affairs
has not designated it as a significant
energy action. Therefore, it does not
require a Statement of Energy Effects
under Executive Order 13211.

Technical Standards

The National Technology Transfer
and Advancement Act (NTTAA) (15
U.S.C. 272 note) directs agencies to use
voluntary consensus standards in their
regulatory activities unless the agency
provides Congress, through the Office of
Management and Budget, with an
explanation of why using these
standards would be inconsistent with
applicable law or otherwise impractical.
Voluntary consensus standards are
technical standards (e.g., specifications
of materials, performance, design, or
operation; test methods; sampling
procedures; and related management
systems practices) that are developed or
adopted by voluntary consensus
standards bodies.

This rule does not use technical
standards. Therefore, we did not
consider the use of voluntary consensus
standards.

Environment

We have analyzed this rule under
Department of Homeland Security
Management Directive 023—-01 and
Commandant Instruction M16475.1D,
which guide the Coast Guard in
complying with the National
Environmental Policy Act of 1969
(NEPA) (42 U.S.C. 4321-4370f), and
have concluded this action is one of a
category of actions that do not
individually or cumulatively have a
significant effect on the human
environment. This rule is categorically
excluded, under figure 2—1, paragraph
(34)(g), of the Instruction. This rule
involves the establishment of a safety
zone established to protect the public
from the dangers associated with
dredging operations and therefore, is
categorically excluded.

An environmental analysis checklist
and a categorical exclusion
determination will be available in the
docket where indicated under
ADDRESSES.

List of Subjects in 33 CFR Part 165

Harbors, Marine safety, Navigation
(water), Reporting and recordkeeping
requirements, Security measures,
Waterways.

m For the reasons discussed in the

preamble, the Coast Guard amends 33
CFR part 165 as follows:

PART 165-REGULATED NAVIGATION
AREAS AND LIMITED ACCESS AREAS

m 1. The authority citation for part 165
continues to read as follows:

Authority: 33 U.S.C. 1226, 1231; 46 U.S.C.
Chapter 701, 3306, 3703; 50 U.S.C. 191, 195;
33 CFR 1.05-1, 6.04-1, 6.04-6, 160.5; Pub. L.
107-295, 116 Stat. 2064; Department of
Homeland Security Delegation No. 0170.1

m 2. Add § 165.T09-0124 to read as
follows:

§165.T09-0124 Safety Zone; St. Louis
River, Tallas Island, Duluth, MN

(a) Location. The following area is a
temporary safety zone: near Tallas
Island on the St. Louis River to include
all waters contained within the zone
located at 46°42.30 N 092°11.56 W and
then run northeast to position; 46°42.53
N 092°11.30 W and then run northwest
to position; 46°43.5 N 092°11.41 W and
then run southwest to position; 46°42.37
N 092°12.11 W and then running
southeast back to the starting point
(NAD 83). The safety zone’s boundary is
approximately 3500 ft. by 1500 ft. on the
long end, extending behind Tallas
Island, and 3000 ft by 1500 ft on the
short end, extending into open waters.

(b) Effective Dates. This rule is
effective from 12:01 a.m. May 1, 2010
until 11:59 p.m. November 30, 2010.

(c) Regulations. (1) In accordance with
the general regulations in section 165.23
of this part, entry into this zone is
prohibited unless authorized by the
Coast Guard Captain of the Port Duluth,
or his designated on-scene
representative.

(2) This safety zone is closed to all
vessel traffic, except as may be
permitted by the Captain of the Port
Duluth or his designated on-scene
representative.

(3) The “on-scene representative” of
the Captain of the Port is any Coast
Guard commissioned, warrant, or petty
officer who has been designated by the
Captain of the Port to act on his behalf.
The on-scene representative of the
Captain of the Port will be aboard either
a Coast Guard or Coast Guard Auxiliary
vessel. The Captain of the Port or his
designated on-scene representative may
be contacted via VHF Channel 16.

(4) Vessel operators desiring to enter
or operate within the safety zone shall
contact the Captain of the Port Duluth
or his on-scene representative to obtain
permission to do so. Vessel operators
permitted to enter or operate in the
safety zone must comply with the
instructions given to them by the
Captain of the Port Duluth or his on-
scene representative.

Dated: April 5, 2010.
M.P. Lebsack,

Commander, U.S. Coast Guard, Captain of
the Port Duluth.

[FR Doc. 2010-10498 Filed 5-4—10; 8:45 am]
BILLING CODE 9110-04-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[EPA-R05-OAR-2009-0513; FRL-9136-7]

Approval and Promulgation of Air
Quality Implementation Plans; Indiana;
Volatile Organic Compound
Automobile Refinishing Rules for
Indiana

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: EPA is approving into the
Indiana State Implementation Plan (SIP)
amendments to Indiana’s automobile
refinishing rule. These rule revisions
extend the applicability of Indiana’s
approved volatile organic compound
(VOC) automobile refinishing rules to
all persons in Indiana who sell or
manufacture automobile refinishing
coatings or who refinish motor vehicles.
The rules are approvable because they
are consistent with the Clean Air Act
(Act) and EPA regulations, and should
result in additional VOC emission
reductions throughout Indiana. EPA
proposed these rules for approval on
January 14, 2010, and received one
favorable comment.

DATES: This final rule is effective on
June 4, 2010.

ADDRESSES: EPA has established a
docket for this action under Docket ID
Nos. EPA-R05-OAR-2009-0513. All
documents in the docket are listed on
the http://www.regulations.gov Web
site. Although listed in the index, some
information is not publicly available,
i.e., Confidential Business Information
(CBI) or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available either electronically through
http://www.regulations.gov or in hard
copy at the Environmental Protection
Agency, Region 5, Air and Radiation
Division, 77 West Jackson Boulevard,
Chicago, Illinois 60604. This facility is
open from 8:30 a.m. to 4:30 p.m.,
Monday through Friday, excluding
Federal holidays. We recommend that
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you telephone Steven Rosenthal,
Environmental Engineer, at (312) 886—
6052 before visiting the Region 5 office.
FOR FURTHER INFORMATION CONTACT:
Steven Rosenthal, Environmental
Engineer, Criteria Pollutant Section, Air
Programs Branch (AR-18]),
Environmental Protection Agency,
Region 5, 77 West Jackson Boulevard,
Chicago, Illinois 60604, (312) 886—6052.
SUPPLEMENTARY INFORMATION:
Throughout this document whenever
“we,” “us,” or “our” is used, we mean
EPA. This supplementary information
section is arranged as follows:

1. What public comments were received on
the proposed approval and what is EPA’s
response?

II. What action is EPA taking today and what
is the purpose of this action?

III. Statutory and Executive Order Reviews.

I. What public comments were received
on the proposed approval and what is
EPA’s response?

One comment in support of Indiana’s
rule revision was received.

II. What action is EPA taking today and
what is the purpose of this action?

EPA is approving rule revisions that
broaden the coverage of Indiana’s VOC
automobile refinishing SIP rules to
include all persons in Indiana who sell
or manufacture automobile refinishing
coatings or who refinish motor vehicles.
These rules had previously applied only
in Clark, Floyd, Lake, Porter, and
Vanderburgh Counties. Given the
revised rule’s focus on VOC coating
limitations and work practice standards,
Indiana has also deleted references to
control technology requirements.

In EPA’s January 14, 2010, proposal
(75 FR 2090), we present a detailed legal
and technical analysis of the State’s
submission. The reader is referred to
that notice for additional background on
the submission and the bases for EPA’s
approval.

III. Statutory and Executive Order
Reviews

Under the Act, the Administrator is
required to approve a SIP submission
that complies with the provisions of the
Act and applicable Federal regulations.
42 U.S.C. 7410(k); 40 CFR 52.02(a).
Thus, in reviewing SIP submissions,
EPA’s role is to approve state choices,
provided that they meet the criteria of
the Act. Accordingly, this action merely
approves state law as meeting Federal
requirements and does not impose
additional requirements beyond those
imposed by state law. For that reason,
this action:

e Is not a “significant regulatory
action” subject to review by the Office

of Management and Budget under
Executive Order 12866 (58 FR 51735,
October 4, 1993);

¢ Does not impose an information
collection burden under the provisions
of the Paperwork Reduction Act (44
U.S.C. 3501 et seq.);

e Is certified as not having a
significant economic impact on a
substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.);

¢ Does not contain any unfunded
mandate or significantly or uniquely
affect small governments, as described
in the Unfunded Mandates Reform Act
of 1995 (Pub. L. 104-4);

¢ Does not have Federalism
implications as specified in Executive
Order 13132 (64 FR 43255, August 10,
1999);

e Is not an economically significant
regulatory action based on health or
safety risks subject to Executive Order
13045 (62 FR 19885, April 23, 1997);

¢ Is not a significant regulatory action
subject to Executive Order 13211 (66 FR
28355, May 22, 2001);

¢ Is not subject to requirements of
Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (15 U.S.C. 272 note) because
application of those requirements would
be inconsistent with the Act; and

e Does not provide EPA with the
discretionary authority to address, as
appropriate, disproportionate human
health or environmental effects, using
practicable and legally permissible
methods, under Executive Order 12898
(59 FR 7629, February 16, 1994).

In addition, this rule does not have
tribal implications as specified by
Executive Order 13175 (65 FR 67249,
November 9, 2000), because the SIP is
not approved to apply in Indian country
located in the state, and EPA notes that
it will not impose substantial direct
costs on tribal governments or preempt
tribal law.

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this action and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.

This action is not a “major rule” as
defined by 5 U.S.C. 804(2).

Under section 307(b)(1) of the Act,
petitions for judicial review of this
action must be filed in the United States
Court of Appeals for the appropriate
circuit by July 6, 2010. Filing a petition
for reconsideration by the Administrator
of this final rule does not affect the
finality of this action for the purposes of
judicial review nor does it extend the
time within which a petition for judicial
review may be filed, and shall not
postpone the effectiveness of such rule
or action. This action may not be
challenged later in proceedings to
enforce its requirements. (See section
307(b)(2).)

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Incorporation by
reference, Intergovernmental relations,
Nitrogen dioxide, Ozone, Reporting and
recordkeeping requirements, Volatile
organic compounds.

Dated: March 31, 2010.

Walter W. Kovalick Jr.,
Acting Regional Administrator, Region 5.

m 40 CFR part 52 is amended as follows:
PART 52—[AMENDED]

m 1. The authority citation for part 52
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.

Subpart P—Indiana

m 2. Section 52.770 is amended by
adding paragraph (c)(195) to read as
follows:

§52.770 Identification of plan.
* * * * *
(C) * *x %

(195) On June 5, 2009, the Indiana
Department of Environmental
Management submitted amendments to
Indiana’s automobile refinishing rule for
approval into its state implementation
plan (SIP). These rule revisions extend
the applicability of Indiana’s approved
volatile organic compound (VOC)
automobile refinishing rules to all
persons in Indiana who sell or
manufacture automobile refinishing
coatings or who refinish motor vehicles.

(i) Incorporation by reference.

(A) Indiana Administrative Code Title
326: Air Pollution Control Board,
Article 8: Volatile Organic Compound
Rules, Rule 10: Automobile Refinishing,
filed with the Publisher of the Indiana
Register on March 27, 2009, and became
effective on April 26, 2009. Published in
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the Indiana Register on April 22, 2009
(DIN: 20090422-IR—-326060603FRA).
[FR Doc. 2010-10405 Filed 5-4—10; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[EPA-R09-OAR-2010-0218; FRL-9135-3]

Revisions to the California State
Implementation Plan, Placer County
Air Pollution Control District,
Sacramento Metropolitan Air Quality
Management District, San Joaquin
Valley Unified Air Pollution Control
District, and South Coast Air Quality
Management District

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Direct final rule.

SUMMARY: EPA is taking direct final
action to approve revisions to the Placer
County Air Pollution Control District
(PCAPCD), Sacramento Metropolitan
Air Quality Management District
(SMAQMD), San Joaquin Valley Unified
Air Pollution Control District
(SJVUAPCD), and South Coast Air
Quality Management District
(SCAQMD) portions of the California
State Implementation Plan (SIP). These
revisions concern volatile organic
compound (VOC) emissions from
petroleum facilities, chemical plants,
and facilities which use organic
solvents. We are approving local rules
that regulate these emission sources
under the Clean Air Act as amended in
1990 (CAA or the Act).

DATES: This rule is effective on July 6,
2010 without further notice, unless EPA

receives adverse comments by June 4,
2010. If we receive such comments, we
will publish a timely withdrawal in the
Federal Register to notify the public
that this direct final rule will not take
effect.

ADDRESSES: Submit comments,
identified by docket number [EPA-R09—
OAR-2010-0218], by one of the
following methods:

1. Federal eRulemaking Portal:
http://www.regulations.gov. Follow
the on-line instructions.

2. E-mail: steckel.andrew@epa.gov.

3. Mail or deliver: Andrew Steckel
(Air-4), U.S. Environmental Protection
Agency Region IX, 75 Hawthorne Street,
San Francisco, CA 94105-3901.

Instructions: All comments will be
included in the public docket without
change and may be made available
online at http://www.regulations.gov,
including any personal information
provided, unless the comment includes
Confidential Business Information (CBI)
or other information whose disclosure is
restricted by statute. Information that
you consider CBI or otherwise protected
should be clearly identified as such and
should not be submitted through
http://www.regulations.gov or e-mail.
http://www.regulations.gov is an
“anonymous access” system, and EPA
will not know your identity or contact
information unless you provide it in the
body of your comment. If you send e-
mail directly to EPA, your e-mail
address will be automatically captured
and included as part of the public
comment. If EPA cannot read your
comment due to technical difficulties
and cannot contact you for clarification,
EPA may not be able to consider your
comment. Electronic files should avoid
the use of special characters, any form

TABLE 1—SUBMITTED RULES

of encryption, and be free of any defects
or viruses.

Docket: The index to the docket for
this action is available electronically at
http://www.regulations.gov and in hard
copy at EPA Region IX, 75 Hawthorne
Street, San Francisco, California. While
all documents in the docket are listed in
the index, some information may be
publicly available only at the hard copy
location (e.g., copyrighted material), and
some may not be publicly available in
either location (e.g., CBI). To inspect the
hard copy materials, please schedule an
appointment during normal business
hours with the contact listed in the FOR
FURTHER INFORMATION CONTACT section.

FOR FURTHER INFORMATION CONTACT:
Nicole Law, EPA Region IX, (415) 947—
4126, law.nicole@epa.gov.

SUPPLEMENTARY INFORMATION:
Throughout this document, “we,
and “our” refer to EPA.

Table of Contents

1. The State’s Submittal
A. What rules did the State submit?
B. Are there other versions of these rules?
C. What is the purpose of the submitted
rules or rule revisions?
II. EPA’s Evaluation and Action
A. How is EPA evaluating the rules?
B. Do the rules meet the evaluation
criteria?
C. EPA recommendations to further
improve the rules
D. Public comment and final action
III. Statutory and Executive Order Reviews

1. The State’s Submittal
A. What rules did the State submit?

” « ”»

us,

Table 1 lists the rules we are
approving with the dates that they were
adopted by the local air agencies and
submitted by the California Air
Resources Board.

Local agency Rule No. Rule title :rﬂgﬂtggé Submitted
PCAPCD ....ccooiiiiiiiiceee 216 | Organic Solvent Cleaning and Degreasing Operations ............ 12/11/03 07/18/08
SMAQMD .....oovriiiieeiceeeee 466 | Solvent Cleaning ........ccoeecereeieerieieese e 05/23/02 09/15/09
SJVUAPCD ....ccooviiiiiiirciee 4661 | Organic Solvents ... e 09/20/07 03/07/08
SCAQMD .....ocveiiiineerceeeeene 1173 | Control of Volatile Organic Compound Leaks and Releases 02/06/09 01/10/10

from Components at Petroleum Facilities and Chemical
Plants.

On January 21, 2010, EPA determined
that the submittal for SMAQMD Rule
466 met the completeness criteria in 40
CFR Part 51 Appendix V, which must be
met before formal EPA review. On April
17, 2008, EPA determined that the
submittal for SfVUAPCD Rule 4661 met
the completeness criteria. On February
4, 2010, EPA determined that the

submittal for SCAQMD Rule 1173 met
the completeness criteria. The July 18,
2008 submittal for PCAPCD Rule 216
became complete by operation of law on
January 18, 2009.

B. Are there other versions of these
rules?

There are no previous versions of
SMAQMD Rule 466 in the SIP. We
approved earlier versions of PCAPCD
Rule 216, SJVUAPCD Rule 4661, and
SCAQMD Rule 1173 into the SIP on
April 30, 1996 (61 FR 18962), July 27,
2002 (67 FR 47701), and August 25,
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1994 (59 FR 43751). SCAQMD adopted
earlier versions of Rule 1173 on
December 6, 2002 and June 1, 2007, and
CARB submitted them to us on
December 29, 2006 and April 6, 2009.
The PCAPCD, SJVUAPCD, and
SCAQMD adopted revisions to the SIP-
approved versions on December 11,
2003, September 20, 2007, and February
6, 2009 and CARB submitted them to us
on July 18, 2008, March 7, 2008, and
January 10, 2010. While we can act on
only the most recently submitted
version, we have reviewed materials
provided with previous submittals.

C. What is the purpose of the submitted
rules or rule revisions?

VOCs help produce ground-level
ozone and smog, which harm human
health and the environment. Section
110(a) of the CAA requires States to
submit regulations that control VOC
emissions. The submitted rules control
VOC emissions from petroleum
facilities, chemical plants, and solvent
usage. EPA’s technical support
documents (TSDs) have more
information about these rules.

II. EPA’s Evaluation and Action

A. How is EPA evaluating the rules?

Generally, SIP rules must be
enforceable (see section 110(a) of the
Act), must require Reasonably Available
Control Technology (RACT) for each
category of sources covered by a Control
Techniques Guidelines (CTG) document
as well as each major source in
nonattainment areas (see sections
182(a)(2) and (b)(2)), and must not relax
existing requirements (see sections
110(1) and 193). The PCAPCD,
SMAQMD, SJVUAPCD, and SCAQMD
regulate ozone nonattainment areas (see
40 CFR part 81), so Rule 466, Rule 4661,
and Rule 1173 must fulfill RACT.

Guidance and policy documents that
we use to evaluate enforceability and
RACT requirements consistently
include the following:

1. “Issues Relating to VOC Regulation
Cutpoints, Deficiencies, and
Deviations,” EPA, May 25, 1988 (the
Bluebook).

2. “Guidance Document for Correcting
Common VOC & Other Rule
Deficiencies,” EPA Region 9, August 21,
2001 (the Little Bluebook).

3. “Control of Volatile Organic
Emissions from Solvent Metal
Cleaning,” EPA-450/2-77-022,
November 1977.

4. “Control Techniques Guidelines for
Industrial Cleaning Solvents,” EPA—453/
R-06—001, September 2006.

5. “Organic Solvent Cleaning and
Degreasing Operations,” CARB, July 18,
1991.

B. Do the rules meet the evaluation
criteria?

We believe these rules are consistent
with the relevant policy and guidance
regarding enforceability, RACT, and SIP
relaxations. The TSDs have more
information on our evaluation.

C. EPA Recommendations to Further
Improve the Rules

The TSDs describe additional rule
revisions that we recommend for the
next time the local agency modifies the
rules.

D. Public Comment and Final Action

As authorized in section 110(k)(3) of
the Act, EPA is fully approving the
submitted rules because we believe they
fulfill all relevant requirements. We do
not think anyone will object to this
approval, so we are finalizing it without
proposing it in advance. However, in
the Proposed Rules section of this
Federal Register, we are simultaneously
proposing approval of the same
submitted rules. If we receive adverse
comments by June 4, 2010, we will
publish a timely withdrawal in the
Federal Register to notify the public
that the direct final approval will not
take effect and we will address the
comments in a subsequent final action
based on the proposal. If we do not
receive timely adverse comments, the
direct final approval will be effective
without further notice on July 6, 2010.
This will incorporate the rules into the
federally enforceable SIP.

Please note that if EPA receives
adverse comment on an amendment,
paragraph, or section of this rule and if
that provision may be severed from the
remainder of the rule, EPA may adopt
as final those provisions of the rule that
are not the subject of an adverse
comment.

III. Statutory and Executive Order
Reviews

Under the Clean Air Act, the
Administrator is required to approve a
SIP submission that complies with the
provisions of the Act and applicable
Federal regulations. 42 U.S.C. 7410(k);
40 CFR 52.02(a). Thus, in reviewing SIP
submissions, EPA’s role is to approve
State choices, provided that they meet
the criteria of the Clean Air Act.
Accordingly, this action merely
approves State law as meeting Federal
requirements and does not impose
additional requirements beyond those
imposed by State law. For that reason,
this action:

¢ Is not a “significant regulatory
action” subject to review by the Office
of Management and Budget under

Executive Order 12866 (58 FR 51735,
October 4, 1993);

¢ Does not impose an information
collection burden under the provisions
of the Paperwork Reduction Act (44
U.S.C. 3501 et seq.);

e Is certified as not having a
significant economic impact on a
substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.);

e Does not contain any unfunded
mandate or significantly or uniquely
affect small governments, as described
in the Unfunded Mandates Reform Act
0f 1995 (Pub. L. 104-4);

¢ Does not have Federalism
implications as specified in Executive
Order 13132 (64 FR 43255, August 10,
1999);

e Is not an economically significant
regulatory action based on health or
safety risks subject to Executive Order
13045 (62 FR 19885, April 23, 1997);

e Is not a significant regulatory action
subject to Executive Order 13211 (66 FR
28355, May 22, 2001);

¢ Is not subject to requirements of
Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (15 U.S.C. 272 note) because
application of those requirements would
be inconsistent with the Clean Air Act;
and

¢ Does not provide EPA with the
discretionary authority to address, as
appropriate, disproportionate human
health or environmental effects, using
practicable and legally permissible
methods, under Executive Order 12898
(59 FR 7629, February 16, 1994).

In addition, this rule does not have
tribal implications as specified by
Executive Order 13175 (65 FR 67249,
November 9, 2000), because the SIP is
not approved to apply in Indian country
located in the State, and EPA notes that
it will not impose substantial direct
costs on tribal governments or preempt
tribal law.

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this action and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
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This action is not a “major rule” as
defined by 5 U.S.C. 804(2).

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United
States Court of Appeals for the
appropriate circuit by July 6, 2010.
Filing a petition for reconsideration by
the Administrator of this final rule does
not affect the finality of this action for
the purposes of judicial review nor does
it extend the time within which a
petition for judicial review may be filed,
and shall not postpone the effectiveness
of such rule or action. Parties with
objections to this direct final rule are
encouraged to file a comment in
response to the parallel notice of
proposed rulemaking for this action
published in the Proposed Rules section
of today’s Federal Register, rather than
file an immediate petition for judicial
review of this direct final rule, so that
EPA can withdraw this direct final rule
and address the comment in the
proposed rulemaking. This action may
not be challenged later in proceedings to
enforce its requirements (see section
307(b)(2)).

List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Incorporation by
reference, Intergovernmental relations,
Ozone, Reporting and recordkeeping
requirements, Volatile organic
compounds.

Dated: March 18, 2010.

Jared Blumenfeld,
Regional Administrator, Region IX.
m Part 52, Chapter I, Title 40 of the Code

of Federal Regulations is amended as
follows:

PART 52—[AMENDED]

m 1. The authority citation for part 52
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.
Subpart F—California

m 2. Section 52.220 is amended by
adding paragraphs (c)(354)(i)(E)(13) and

(359)(1)(C)(2) and (377)(1)(A)(2) and
(378) to read as follows:

§52.220 Identification of plan.

* * * * *

(13) Rule 4661, “Organic Solvents,”
amended on September 20, 2007.

* * * *

(2) Rule 216, “Organic Solvent
Cleaning and Degreasing Operations,”
amended on December 11, 2003.

* * * * *

(377] EE

1) * * %

%R) * x %

(2) Rule 466, “Solvent Cleaning,”
adopted on May 23, 2002.

(378) New and amended regulations
were submitted on January 10, 2010 by
the Governor’s designee.

(i) Incorporation by Reference.

(A) South Coast Air Quality
Management District.

(1) Rule 1173, “Control of Volatile
Organic Compound Leaks and Releases
from Components at Petroleum
Facilities and Chemical Plants,”
amended on February 6, 2009.

* * * * *
[FR Doc. 2010-10402 Filed 5-4-10; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 52
[EPA-R09-OAR-2009-0960; FRL-9137-8]
Revisions to the California State
Implementation Plan, San Joaquin

Valley Unified Air Pollution Control
District

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: EPA is finalizing approval of
revisions to the San Joaquin Valley
Unified Air Pollution Control District
(SJVAPCD) portion of the California
State Implementation Plan (SIP). These
revisions were proposed in the Federal
Register on January 22, 2010 and
concern oxides of nitrogen (NOx)
emissions from residential water
heaters. We are approving a local rule
that regulates this emission source
under the Clean Air Act as amended in
1990 (CAA or the Act).

DATES: Effective Date: This rule is
effective on June 4, 2010.

ADDRESSES: EPA has established docket
number EPA-R09—-OAR-2009-0960 for
this action. The index to the docket is
available electronically at http://
www.regulations.gov and in hard copy
at EPA Region IX, 75 Hawthorne Street,
San Francisco, California. While all
documents in the docket are listed in
the index, some information may be
publicly available only at the hard copy
location (e.g., copyrighted material), and
some may not be publicly available in
either location (e.g., CBI). To inspect the
hard copy materials, please schedule an
appointment during normal business
hours with the contact listed in the FOR
FURTHER INFORMATION CONTACT section.

FOR FURTHER INFORMATION CONTACT:
Idalia Perez, EPA Region IX, (415) 972—
3248, perez.idalia@epa.gov.

SUPPLEMENTARY INFORMATION:
Throughout this document, “we,
and “our” refer to EPA.

Table of Contents

” . 2

us

1. Proposed Action

II. Public Comments and EPA Responses
III. EPA Action

IV. Statutory and Executive Order Reviews

I. Proposed Action

On January 22, 2010 (75 FR 3680),
EPA proposed to approve the following
rule into the California SIP.

Local agency Rule #

Rule title

Adopted Submitted

SJVAPCD 4902

Residential Water Heaters

3/19/09 4/29/09

We proposed to approve this rule
because we determined that it complied
with the relevant CAA requirements.
Our proposed action contains more
information on the rule and our
evaluation.

I1. Public Comments and EPA
Responses

EPA’s proposed action provided a 30-
day public comment period. During this
period, we received no comments.

III. EPA Action

No comments were submitted that
change our assessment that the

submitted rule complies with the
relevant CAA requirements. Therefore,
as authorized in section 110(k)(3) of the
Act, EPA is fully approving this rule
into the California SIP.
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IV. Statutory and Executive Order
Reviews

Under the Clean Air Act, the
Administrator is required to approve a
SIP submission that complies with the
provisions of the Act and applicable
Federal regulations. 42 U.S.C. 7410(k);
40 CFR 52.02(a). Thus, in reviewing SIP
submissions, EPA’s role is to approve
State choices, provided that they meet
the criteria of the Clean Air Act.
Accordingly, this action merely
approves State law as meeting Federal
requirements and does not impose
additional requirements beyond those
imposed by State law. For that reason,
this action:

¢ Is not a “significant regulatory
action” subject to review by the Office
of Management and Budget under
Executive Order 12866 (58 FR 51735,
October 4, 1993);

¢ Does not impose an information
collection burden under the provisions
of the Paperwork Reduction Act (44
U.S.C. 3501 et seq.);

e Is certified as not having a
significant economic impact on a
substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.);

¢ Does not contain any unfunded
mandate or significantly or uniquely
affect small governments, as described
in the Unfunded Mandates Reform Act
of 1995 (Pub. L. 104-4);

¢ Does not have Federalism
implications as specified in Executive
Order 13132 (64 FR 43255, August 10,
1999);

¢ Is not an economically significant
regulatory action based on health or
safety risks subject to Executive Order
13045 (62 FR 19885, April 23, 1997);

¢ Is not a significant regulatory action
subject to Executive Order 13211 (66 FR
28355, May 22, 2001);

¢ Is not subject to requirements of
Section 12(d) of the National
Technology Transfer and Advancement
Act of 1995 (15 U.S.C. 272 note) because
application of those requirements would
be inconsistent with the Clean Air Act;
and

e Does not provide EPA with the
discretionary authority to address, as
appropriate, disproportionate human
health or environmental effects, using
practicable and legally permissible
methods, under Executive Order 12898
(59 FR 7629, February 16, 1994).

In addition, this rule does not have
tribal implications as specified by
Executive Order 13175 (65 FR 67249,
November 9, 2000), because the SIP is
not approved to apply in Indian country
located in the State, and EPA notes that
it will not impose substantial direct

costs on tribal governments or preempt
tribal law.

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this action and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a “major rule” as
defined by 5 U.S.C. 804(2).

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United
States Court of Appeals for the
appropriate circuit by July 6, 2010.
Filing a petition for reconsideration by
the Administrator of this final rule does
not affect the finality of this action for
the purposes of judicial review nor does
it extend the time within which a
petition for judicial review may be filed,
and shall not postpone the effectiveness
of such rule or action. This action may
not be challenged later in proceedings to
enforce its requirements (see section

307(b)(2)).
List of Subjects in 40 CFR Part 52

Environmental protection, Air
pollution control, Incorporation by
reference, Intergovernmental relations,
Nitrogen dioxide, Ozone, Reporting and
recordkeeping requirements.

Dated: March 18, 2010.

Jared Blumenfeld,

Regional Administrator, Region IX.

m Part 52, Chapter [, Title 40 of the Code
of Federal Regulations is amended as
follows:

PART 52—[AMENDED]

m 1. The authority citation for Part 52
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.
Subpart F—California

m 2. Section 52.220, is amended by
adding paragraphs (c)(362)(i)(D)(1) to
read as follows:

§52.220 Identification of plan.
* * * * *

(C] * k% %

(362) * k%

(i) * % %

(D) San Joaquin Valley Air Pollution
Control District.

(1) Rule 4902, “Residential Water
Heaters,” amended on March 19, 2009.
* * * * *

[FR Doc. 2010-10404 Filed 5-4—10; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 81
[EPA-R09-OAR-2008-0467; FRL-9141-8]

Designation of Areas for Air Quality
Planning Purposes; California; San
Joaquin Valley, South Coast Air Basin,
Coachella Valley, and Sacramento
Metro 8-Hour Ozone Nonattainment
Areas; Reclassification

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: Under the Clean Air Act
(CAA or “Act”), EPA is granting requests
by the State of California to reclassify
the following four areas designated as
nonattainment for the 1997 8-hour
ozone national ambient air quality
standard (NAAQS): The San Joaquin
Valley area from “serious” to “extreme,”
the South Coast Air Basin area from
“severe-17” to “extreme,” and the
Coachella Valley and Sacramento Metro
areas from “serious” to “severe-15.” In
connection with the reclassifications,
EPA is setting a deadline of no later
than 12 months from the effective date
of reclassification for submittal of
revisions to the Sacramento Metro area
portion of the California State
Implementation Plan (SIP) to meet the
additional new source review (NSR)
requirements for “severe-15” 8-hour
ozone nonattainment areas. EPA is
deferring the setting of a submittal
deadline for certain fee rules under
section 185 of the CAA. A number of
Indian tribes have Indian country
located within the boundaries of the
affected areas. The State of California is
not approved to administer any CAA
programs in Indian country, and the
relevant Indian tribes have not applied
for eligibility to administer programs
under the CAA for their areas. In these
circumstances, EPA implements
relevant reclassification provisions of
the CAA in these Indian country areas
and is reclassifying these areas, except
Indian country pertaining to the
Morongo Band of Mission Indians
(“Morongo Tribe”) and the Pechanga
Band of Luisefio Mission Indians
(“Pechanga Tribe”), in keeping with the
classifications of nonattainment areas
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within which they are located. EPA is
deferring the reclassification of Indian
country pertaining to the Morongo and
Pechanga Tribes pending EPA’s final
decisions on their previously-submitted
boundary change requests. In
connection with this final action, EPA
notified the affected tribal leaders and
consulted with interested tribes.

DATES: Effective Date: This rule is
effective on June 4, 2010.

ADDRESSES: EPA has established docket
number EPA-R09-OAR-2008-0467 for
this action. The index to the docket is
available electronically at http://
www.regulations.gov and in hard copy
at EPA Region IX, 75 Hawthorne Street,
San Francisco, California. While all
documents in the docket are listed in
the index, some information may be
publicly available only at the hard copy
location (e.g., copyrighted material), and
some may not be publicly available in
either location (e.g., confidential
business information). To inspect the
hard copy materials, please schedule an
appointment during normal business
hours with the contact listed in the FOR
FURTHER INFORMATION CONTACT section.
FOR FURTHER INFORMATION CONTACT: Rory
Mays, Air Planning Office (AIR-2), U.S.
Environmental Protection Agency,
Region IX, (415) 972-3227,
mays.rory@epa.gov.

SUPPLEMENTARY INFORMATION:
Throughout this document, the terms

«. ”

'we,” “us,” and “our” refer to EPA.
Table of Contents

I. Proposed Action

II. Deferral of SIP Submittal Deadlines for
CAA Section 185 Fee Rules

I1I. Deferral of Reclassification for Morongo
Band of Mission Indians and Pechanga
Band of Luisefio Mission Indians

IV. Public Comments and EPA Responses

V. Final Action

VI. Statutory and Executive Order Reviews

I. Proposed Action

On August 27, 2009 (74 FR 43654), we
proposed to grant the following
reclassification requests by the State of
California: the San Joaquin Valley area
from “serious” to “extreme,” the South
Coast Air Basin area from “severe-17” to
“extreme,” and the Coachella Valley and
Sacramento Metro areas from “serious”
to “severe-15.”

We proposed approval of these
requests under section 181(b)(3) of the
CAA, which provides for “voluntary
reclassification” and states: “The
Administrator shall grant the request of
any State to reclassify a nonattainment
area in that State in accordance with
Table 1 of subsection (a) of this section
to a higher classification. The
Administrator shall publish a notice in

the Federal Register of any such request
and of action by the Administrator
granting the request.” The provision for
voluntary reclassification has been
brought forward as part of the transition
from the 1-hour ozone standard to the
8-hour ozone standard. See 40 CFR
51.903(b) (“A State may request a higher
classification for any reason in
accordance with section 181(b)(3) of the
CAA”) and 40 CFR 51.903(a) Table 1.

For each of the four areas, we
compared a list of the specific
additional requirements that would be
triggered for each area as a consequence
of our approval of the reclassification
requests with the revisions to the SIP
that the State of California had already
submitted. For any requirement in any
area lacking a submittal from the State,
we proposed a deadline for submission.

Based on this evaluation, we
proposed to establish a deadline of no
later than 12 months from the effective
date of reclassification for submittal of
revisions to the Coachella Valley
portion of the SIP to meet the CAA
section 185 fee requirements (“section
185 fee rules”). EPA also proposed the
same deadline for submittal of revisions
to the Sacramento Metro area portion of
the SIP to meet the following additional
SIP requirements for “severe-15” areas:
NSR rules consistent with this
classification (Sacramento Metropolitan
Air Quality Management District
(AQMD), Placer County Air Pollution
Control District (APCD), and Feather
River AQMD only) and section 185 fee
rules (El Dorado County AQMD, Placer
County APCD, Feather River AQMD,
and Yolo-Solano AQMD only). As
discussed in section II of this final rule,
EPA has decided to defer setting a SIP
submittal deadline for section 185 fee
rules.

In our proposed rule, we considered
the relevance of the State’s
reclassification requests to
reclassification of Indian country?
located within the four nonattainment
areas. We proposed to directly
administer CAA section 181(b)(3) and
reclassify Indian country geographically
located in the nonattainment areas that
are the subject of the State’s
reclassification requests in order to

1“Indian country” as defined at 18 U.S.C. 1151
refers to: “(a) all land within the limits of any Indian
reservation under the jurisdiction of the United
States Government, notwithstanding the issuance of
any patent, and, including rights-of-way running
through the reservation, (b) all dependent Indian
communities within the borders of the United
States whether within the original or subsequently
acquired territory thereof, and whether within or
without the limits of a state, and (c) all Indian
allotments, the Indian titles to which have not been
extinguished, including rights-of-way running
through the same.”

avoid inappropriate and infeasible
results, consistent with EPA’s
discretionary authority in CAA sections
301(a) and 301(d)(4) to directly
administer CAA programs and to protect
air quality in Indian country through
federal implementation.

In so doing, we explained why
uniformity of classification throughout a
nonattainment area is a guiding
principle and premise when an area is
being reclassified. We noted that
ground-level ozone continues to be a
pervasive pollution problem in areas
throughout the United States and that
ozone and precursor pollutants that
cause ozone can be transported
throughout a nonattainment area.
Therefore, boundaries for nonattainment
areas are drawn to encompass both the
areas that violate the NAAQS as well as
nearby contributing areas. For certain
areas designated as nonattainment for
the 8-hour ozone NAAQS, such as those
to which this action applies, initial
classifications occur by operation of law
and exactly match the boundaries of the
respective nonattainment areas. We
believe that this approach best ensures
public health protection from the
adverse effects of ozone pollution and
that, therefore, it is generally
counterproductive from an air quality
and planning perspective to have a
disparate classification for a land area
located within the boundaries of a
nonattainment area, such as the Indian
country contained in the ozone
nonattainment areas at issue here.
Moreover, we noted that violations of
the 8-hour ozone standard, which are
measured and modeled throughout each
nonattainment area, as well as shared
meteorological conditions, would
dictate the same result. Furthermore,
emissions changes in lower-classified
ozone areas could hinder planning
efforts to attain the NAAQS within the
overall area through the application of
less stringent requirements relative to
those that apply in the areas with higher
ozone classifications.

With regard to the Indian country at
issue in our proposed action, EPA also
took into account other factors. For
example, we proposed that the
likelihood of attainment by the
applicable deadline under the current
classification is an appropriate
consideration for reclassifying Indian
country within the larger nonattainment
areas. If EPA believes it is likely that a
given ozone nonattainment area will not
attain the ozone NAAQS by the
applicable attainment date, then it may
be an additional reason why it is
appropriate to maintain a uniform
classification within the nonattainment
area and thus to reclassify the Indian
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country consistent with the State’s
request to reclassify the non-Indian
country portion of the area. On the other
hand, if EPA believes that meeting the
original attainment date for the whole
nonattainment area appears still to be a
reasonable possibility, then it
conceivably might be appropriate for
EPA to decline to reclassify Indian
country, notwithstanding the State’s
request to reclassify the State portion of
the area, and notwithstanding the
generally weighty considerations that
support the retention of a single
uniformly-classified nonattainment
area. Such considerations include the
pervasive nature of the ozone problem,
and the transport of ozone and ozone
precursors over a wide geographic area.
Depending on the circumstances, other
factors might also provide justifications
for refraining from reclassifying Indian
country in conjunction with granting a
State’s request for voluntary
reclassification of State areas in the
same nonattainment area.

With respect to the four subject areas,
we evaluated the likelihood of
attainment by the area’s existing
attainment deadline, based on
information that is currently available.
That evaluation was aided by the fact
that the State of California has already
submitted attainment demonstrations
for these four areas that are intended to
support later attainment dates under
their requested new, higher
classifications. We also noted that EPA
was not determining which new
attainment date is as expeditious as
practicable for each area, nor whether
these attainment demonstrations are
approvable.

In light of the considerations we
outlined in our proposal and reiterated
above that support retention of
uniformly-classified ozone
nonattainment areas, and the evidence
(in the form of plan submittals for the
four areas) that provides support for an
attainment date beyond the date
applicable under the current
classifications, we proposed to
reclassify the Indian country within
each area 2 as follows: Areas within San

2In section IIL.B of the preamble to the proposed
rule, we identified the tribes with Indian country
in each of the four subject nonattainment areas. In
so doing, we inadvertently failed to identify two
tribes that have Indian country in Coachella Valley:
The Santa Rosa Band of Cahuilla Indians and the
Twenty-Nine Palms Band of Mission Indians. EPA
had invited both tribes to consult with EPA
regarding prospective EPA action to reclassify
Indian country within five nonattainment areas in
California, including the four areas subject to
today’s action as well as Western Mojave Desert.
(As noted in footnote #8 of the preamble to the
proposed rule, EPA plans to take action related to
California’s reclassification request for Western
Mojave Desert in a separate rulemaking.) Since we

Joaquin Valley and South Coast Air
Basin to “extreme”, and areas within
Coachella Valley and Sacramento Metro
to “severe-15.” As discussed in section
II of this final rule, EPA has decided to
defer reclassification of Indian country
pertaining to the Morongo Tribe and the
Pechanga Tribe pending EPA’s final
decisions on their boundary change
requests.

Please see our August 27, 2009
proposed rule (74 FR 43654) for
additional background and a more
detailed explanation of our proposed
action.

I1. Deferral of SIP Submittal Deadlines
for CAA Section 185 Fee Rules

In our August 27, 2009 proposed rule,
we proposed to set a deadline of no later
than 12 months from the effective date
of the final reclassifications for the State
of California to submit revisions to the
SIP to address CAA section 185 fee
requirements for certain 8-hour ozone
nonattainment areas: Coachella Valley
and Sacramento Metro (El Dorado
County AQMD, Placer County APCD,
Feather River AQMD, and Yolo-Solano
AQMD only).

Upon further consideration, we have
decided to defer the setting of a
deadline for submittal of a SIP revision
addressing the section 185 fee
requirements for any area affected by
this action. Under CAA section 185, the
obligation to collect fees could not be
triggered until after an area fails to
attain the NAAQS by its applicable
attainment date. Assuming that the
maximum period for attainment
represents the date for which attainment
is as “expeditious as practicable” in the
areas subject to the new 8-hour
classifications under today’s
rulemaking, the obligation to collect fees
under any fee rule submitted to comply
with section 185 could not possibly be
due until after June 15, 2019 (for
Sacramento Metro and Coachella
Valley) or after June 15, 2024 (for San
Joaquin Valley and the South Coast).
EPA recently issued guidance regarding
1-hour ozone anti-backsliding fee
programs 3 but has not yet completed its

inadvertently failed to identify these two Tribes as
having Indian country in Coachella Valley in
section IIL.B of the proposed rule, we contacted
them to clarify that our proposal to reclassify Indian
country areas within Coachella Valley to “severe-
15” relates to all Indian country located therein
notwithstanding the incomplete list of such areas in
section IIL.B of the proposal. Neither Tribe has
responded to EPA’s invitation to consult nor
expressed either their assent or objection to
reclassification of their lands in Coachella Valley in
response to our contacts on this matter.
3Memorandum from Stephen D. Page, Director,
Office of Air Quality Planning and Standards,
“Guidance on Developing Fee Programs Required by

consideration of the relationship
between 1-hour and 8-hour fee programs
for these areas. There is at present no
immediate need to set a deadline for
submission of the 8-hour fees SIP
program as we believe that there will be
sufficient time for EPA to establish a SIP
revision deadline for this requirement
and for the State of California to develop
and submit the necessary fee rules.*
Indeed, in a previous EPA action
granting a request for voluntary
reclassification of the Houston-
Galveston-Brazoria (Texas) 8-hour ozone
nonattainment area to “severe-15”, EPA
also deferred setting a deadline for the
section 185 fee SIP submission. See 73
FR 56983 (October 1, 2008), especially
footnote 1.

III. Deferral of Reclassification for
Morongo Band of Mission Indians and
Pechanga Band of Luisefio Mission
Indians

As described in section I (“Proposed
Action”) above, in our August 27, 2009
proposed rule, we proposed to directly
administer CAA section 181(b)(3) and
reclassify Indian country within the four
subject areas in keeping with the State’s
reclassification requests for the
surrounding non-Indian country lands
and consistent with EPA’s discretionary
authority in CAA section 301(a) and
301(d)(4) to directly administer CAA
programs and protect air quality in
Indian country through federal
implementation. For the South Coast
Air Basin nonattainment area, we
named seven tribes whose Indian
country would be reclassified to
“extreme” for 8-hour ozone.

Two of these tribes, the Morongo and
Pechanga Tribes, submitted comments
on our proposed action in which they
objected to being reclassified to
“extreme.” (See section IV (“Public
Comments and EPA Responses”) below.)
In their comment letters, the Tribes
reiterated their requests from May 29,
2009 and June 23, 2009, respectively, for
boundary changes to establish separate
nonattainment areas or, in the
alternative, to extend the boundaries of
adjacent, lower-classified nonattainment
areas to include the Tribes’ Indian
country. We refer to these requests
herein as “boundary change” requests.
The Tribes’ comment letters also
provided substantive analyses to

Clean Air Act Section 185 for the 1-hour Ozone
NAAQS,” January 5, 2010.

4 Notwithstanding our decision to defer setting a
SIP revision deadline for section 185 fee rules, we
note that, upon reclassification, the requirement to
submit SIP revisions meeting the requirements of
CAA section 185 will apply to each of the four
subject areas of this action by virtue of being
classified as “severe-15” or “extreme” for the 8-hour
ozone NAAQS.
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support their objections to
reclassification that largely mirror their
boundary change requests. In both
cases, the Tribes specifically request
that no change be made to the
classification of their respective Indian
country located within the South Coast
Air Basin pending EPA’s final decisions
regarding the Tribes’ boundary change
requests.

Upon consideration of these
comments, we have decided to defer the
reclassification of the Indian country
pertaining to the Morongo and Pechanga
Tribes within the South Coast Air Basin
(“the Morongo and Pechanga
Reservations”) to “extreme” for the 8-
hour ozone standard, pending our final
decisions on the Tribes’ boundary
change requests to avoid any
inconsistency that might result from
reclassification of the Morongo and
Pechanga Reservations and decisions
addressing the Tribes’ boundary change
requests. We believe that this deferral
will avoid confounding our further
consideration of the Tribes’ boundary
change requests.

If we grant a boundary change for
either Tribe, we will specify the
consequence of such action in a separate
rulemaking on the designation and
classification of that Tribe’s Reservation.
If we deny a boundary change request
for either Tribe, we will take final action
on our August 27, 2009 proposal to
reclassify that Tribe’s Reservation to
“extreme”, consistent with the rest of the
nonattainment area, after due
consideration of the Tribe’s submitted
comments. Until those separate actions
are finalized, the Indian country of the
Morongo and Pechanga Tribes in the
South Coast Air Basin area will retain a
classification of “severe-17” for the 1997
8-hour ozone NAAQS.

This deferral of our decisions on
reclassification is limited in scope to the
Morongo and Pechanga Reservations,
and in time only until EPA finalizes our
decisions on these Tribes’ boundary
change requests. We are finalizing the
reclassification of all other Indian
country in the four subject areas to
higher classifications in keeping with
the State’s reclassification requests,
including the five other Tribes we listed
in our proposed rule as having Indian
country within the South Coast Air
Basin. (See section V (“Final Action”)
below.)

IV. Public Comments and EPA
Responses

The publication of EPA’s proposed
rule on August 27, 2009 (74 FR 43654)
started a public comment period that
ended on September 28, 2009. During
this period, we received a comment

letter from the Morongo Tribe, and an
anonymous comment letter. We also
accepted a comment letter received from
the Pechanga Tribe on October 6, 2009,
after the comment period had closed. In
the paragraphs that follow, we
summarize the comments from the
Morongo and Pechanga Tribes and the
anonymous commenter, and provide
Our responses.

Comment #1: The Morongo Tribe, in
its comments, highlights its May 29,
2009 request to EPA (and accompanying
rationale and documentation) for the
establishment of a separate
nonattainment area for the Morongo
Reservation or, in the alternative, for a
boundary change to extend the western
boundary of the Coachella Valley
nonattainment area to include the
Morongo Reservation. With respect to
the proposed reclassification of Indian
country in the South Coast Air Basin,
which includes the Morongo
Reservation, to “extreme” for the 8-hour
ozone NAAQS, the Morongo Tribe
objects to our proposal to reclassify the
Morongo Reservation in the same
manner as the South Coast Air Basin.
The Tribe argues that the Morongo
Reservation should be treated as its own
nonattainment area or, in the
alternative, should be redesignated as
part of the Coachella Valley
nonattainment area, and thus retain its
existing classification.

The Pechanga Tribe similarly objects
to the reclassification of the Pechanga
Reservation to “extreme,” consistent
with the reclassification of the South
Coast Air Basin nonattainment area.
Like the Morongo Tribe, the Pechanga
Tribe points to its June 23, 2009 request
to EPA (and accompanying rationale
and documentation) for the
establishment of a separate
nonattainment area for the Pechanga
Reservation or, in the alternative, for a
boundary change to extend the northern
boundary of the San Diego Air Basin
nonattainment area to include the
entirety of the Pechanga Reservation.

The Morongo and Pechanga Tribes
believe that the factors used for initial
area designations and for subsequent
reclassifications of those areas should be
the same. Specifically, the Tribes point
to EPA’s December 2008 guidance for
area designations for the 2008 Revised
Ozone NAAQS 5 as the appropriate
guidance to apply in evaluating whether
to include the Morongo and Pechanga
Reservations in the reclassification of
the South Coast Air Basin to “extreme.”
The Morongo Tribe asserts that EPA’s
failure to use the December 2008

5 See 73 FR 16436 (March 27, 2008) for the 2008
Revised Ozone NAAQS.

guidance in evaluating whether to
include the Morongo Reservation in the
reclassification action appears to be an
arbitrary and capricious exercise of
EPA’s authority. The Pechanga Tribe
asserts that EPA’s failure to use that
guidance in evaluating whether to
include the Pechanga Reservation in the
reclassification action ignores tribal
interests. The Tribes contend that the
December 2008 guidance provides the
factors © that EPA should have used for
the proposed action with respect to the
Morongo and Pechanga Reservations.
They also include detailed evaluations
of the application of the factors from the
December 2008 guidance to their areas,
as suggested by the 2008 guidance for
determining nonattainment area
boundaries in designations for the 2008
Ozone NAAQS.”

Based on these evaluations, the Tribes
conclude that consideration of the
factors from the December 2008
guidance supports a decision not to
reclassify the Morongo and Pechanga
Reservations along with the South Coast
Air Basin, but rather to redesignate the
Reservations as separate nonattainment
areas and to retain each Reservation’s
current classification.

Response #1: We disagree that the
EPA guidance on initial area
designations for the 2008 ozone NAAQS
provides the factors we must use in
evaluating whether to reclassify Indian
country located within a nonattainment
area for which a State has voluntarily
requested reclassification. That
guidance is intended to provide a
consistent set of principles to apply in
identifying the initial boundaries of
nonattainment areas during the
designations process. In contrast, once
an area’s initial boundary is established,
the retention of a single uniformly-
classified area becomes a guiding
principle and premise in determining
whether to reclassify Indian country
located within the area in light of a
State’s voluntary request for such a
reclassification of non-Indian country
lands.

6 See Attachment 2 of the memorandum from
Robert J. Myers, Principal Deputy Assistant
Administrator, “Area Designations for the 2008
Revised Ozone National Ambient Air Quality
Standards,” December 4, 2008. Attachment 2 is
entitled, “Factors EPA Plans to Consider in
Determining Nonattainment Area Boundaries in
Designations for the 2008 Ozone NAAQS.”

7EPA is in the process of reconsidering the 2008
8-hour ozone NAAQS. As part of this process, EPA
has proposed a revised ozone NAAQS (75 FR 2938,
January 19, 2010) and extended the deadline for
promulgating designations for the 2008 ozone
NAAQS (75 FR 2936, January 19, 2010). Depending
on the outcome of this reconsideration, we may
issue new guidance for determining ozone
nonattainment area boundaries.
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We do believe, however, that the
December 2008 guidance is appropriate
for use in supporting requests for
boundary changes, such as the requests
submitted by the Morongo Tribe on May
29, 2009 and by the Pechanga Tribe on
June 23, 2009.8 As described in section
IIT of this final rule, we have decided to
defer reclassification of the Morongo
and Pechanga Reservations pending our
final decisions on their boundary
change requests.

We acknowledge the Tribe’s
hypothesis that ozone nonattainment
areas may be inherently defined by a
single classification as well as a
boundary and that retaining the existing
classification of the Morongo and
Pechanga Reservations would have the
effect of creating new ozone
nonattainment areas. Under this
hypothesis, the application of EPA’s
December 2008 guidance would be
appropriate in evaluating whether to
reclassify Indian country consistent
with the State’s requests for
reclassification of non-Indian country.
However, use of the guidance in this
way is indistinguishable from
reconsidering the boundaries of the
nonattainment areas themselves, and
reconsideration of the boundaries is an
action that we explicitly stated we
would not be undertaking in the
reclassification action. See footnote 13
on page 43660 of the preamble to the
proposed rule (74 FR 43654). We will,
however, consider the Tribes’ nine-
factor analyses in detail in our
consideration of their boundary change
requests.

With respect to the factors that we
considered in evaluating the
appropriateness of reclassification of
Indian country in our proposed rule, we
provided a number of reasons
supporting our use of the guiding
principle and premise of uniformity of
classification when an area is being
reclassified (see pages 43659 and
43660). In addition, we also identified
certain circumstances when it might be
appropriate to defer reclassification of
Indian country, notwithstanding the
State’s request to reclassify the State
portion of the area, such as where an
area is likely to attain the standard by
the attainment date under the existing
classification. Thus, other
considerations could outweigh the
guiding principle and premise of
uniformity of classification. Upon
consideration of the circumstances in
each area, however, we concluded that

8EPA’s December 2008 guidance states that the
factors, while generally comprehensive, are not
intended to be exhaustive. States and tribes may
submit additional information they believe is
relevant for EPA to consider.

no such considerations exist in this
instance in any of the four subject areas.
Therefore, with the exception of the
Morongo and Pechanga Reservations for
which are deferring final action, we are
taking final action today to reclassify the
Indian country in the four subject
nonattainment areas to higher
classifications consistent with the
State’s reclassification requests for these
areas.

Comment #2: The Morongo Tribe
asserts that the State of California has no
jurisdiction to redesignate or reclassify
the Morongo Reservation; that,
consequently, California’s requests for
reclassification have no legal import to
the Reservation and cannot serve as the
legal basis for the redesignation or
reclassification of tribal lands.

Response #2: We agree that the State
is not authorized to implement CAA
programs in Indian country. The State’s
requests for reclassification of the four
ozone nonattainment areas was the
impetus for our proposed action, but did
not form the legal basis for our proposed
action with respect to Indian country
contained therein. Under CAA section
181(b)(3), EPA must grant the requests
of the State to reclassify the non-tribal
lands in the nonattainment areas. The
question then becomes what EPA’s
action should be with regard to the
Indian country contained within these
areas. In the preamble to our proposed
rule, we described the legal authority
we have relied upon to reclassify Indian
country in the four subject areas as
follows:

Typically, states are not approved to
administer programs under the CAA in
Indian country, and California has not been
approved by EPA to administer any CAA
programs in Indian country. CAA actions in
Indian country would thus generally be taken
either by EPA, or by an eligible Indian tribe
itself under an EPA-approved program. In
this instance, none of the affected tribes has
applied under CAA section 301(d) for
treatment-in-a-similar-manner-as-a-state for
purposes of reclassification requests under
section 181(b)(3), and none operates any
relevant EPA-approved CAA regulatory
program (e.g., a tribal implementation plan).
In addition, the CAA does not require Indian
tribes to develop and seek approval of air
programs, and—pursuant to our authority in
CAA section 301(d)—EPA has interpreted
relevant CAA requirements for submission of
air programs as not applying to tribes. See 40
CFR section 49.4. In these circumstances,
EPA is the appropriate entity to administer
relevant CAA programs in Indian country.
EPA is proposing to directly administer CAA
section 181(b)(3) and reclassify Indian
country geographically located in the
nonattainment areas that are the subject of
the State’s reclassification request, consistent
with EPA’s discretionary authority in CAA
sections 301(a) and 301(d)(4) to directly

administer CAA programs and protect air
quality in Indian country through federal
implementation. Section 301(a) authorizes
the Administrator ‘to prescribe such
regulations as are necessary to carry out his
functions under the [the Act.]’ Further,
section 301(d) provides:

In any case in which the Administrator
determines that the treatment of Indian tribes
as identical to States is inappropriate or
administratively infeasible, the
Administrator may provide, by regulation,
other means by which the Administrator will
directly administer such provision so as to
achieve the appropriate purpose.

While tribes may choose to apply for
eligibility to adopt implementation plans and
seek reclassification of their areas in a
manner similar to states, tribes need not do

»

so.

See 74 FR 43654, at 43659 (August 27,
2009).

In today’s action, we reaffirm the
jurisdictional basis for EPA’s authority
to decide whether or not to reclassify
Indian country in ozone nonattainment
areas in keeping with a State’s voluntary
reclassification request, as per CAA
section 181(b)(3). As noted in section III
of this final rule, we have decided to
defer reclassification of the Morongo
and Pechanga Reservations pending our
final decisions on their boundary
change requests to avoid confounding
our further consideration of the Tribes’
boundary change requests. For all other
Indian country located within the four
subject nonattainment areas, under the
authorities cited above, we are taking
final action today to reclassify such
Indian country consistent with the
State’s reclassification requests.

Comment #3: The Morongo and
Pechanga Tribes assert that including
the Morongo and Pechanga Reservations
in the reclassification of the South Coast
Air Basin to “extreme” will negatively
impact the Tribe’s efforts to develop a
tribal air permit program and to
facilitate economic development on the
Reservation. The Pechanga Tribe
believes that including the Pechanga
Reservation in the reclassification of the
South Coast Air Basin to “extreme” for
the 8-hour ozone standard would reduce
the applicable “major source” threshold
from 25 tons per year, to 10 tons per
year, of VOC or NOx. The Morongo
Tribe states that the reclassification of
the South Coast Air Basin to “extreme”
would further cement the 10 tons per
year threshold that began to apply as of
the 2003 boundary change that brought
the Morongo Reservation inside the
South Coast Air Basin. This 10 tons per
year threshold would, in the Tribes’
view, prevent the implementation of a
meaningful minor source permitting
program, increase the number of
facilities potentially subject to “major
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source” new source review with a
concomitant increase in the use and cost
of tribal staff and facility resources, and
increase the number of future facilities
subject to title V Federal operating
permit requirements.

Response #3: This comment refers
specifically to major source thresholds
in the South Coast Air Basin, but calls
into question the effect of
reclassification on major source
thresholds for NSR and Title V purposes
in Indian country within each of the
four subject nonattainment areas. We
disagree with the assertion that
reclassification of Indian country in the
South Coast Air Basin would change the
applicable major source threshold for
NSR or Title V. Indeed, these thresholds
will not change in any of the four
subject areas. As explained in detail on
page 43661 of the preamble to the
proposed rule, the applicable major
source thresholds for NSR and Title V
would not change due to reclassification
because the thresholds for the purposes
of NSR and title V that had applied by
virtue of the areas’ classifications under
the 1-hour ozone standard continue to
apply as anti-backsliding measures
under the 8-hour ozone standard, and
the new 8-hour ozone classification for
each of the four subject areas, as
reclassified, would be the same as each
area’s corresponding 1-hour ozone
classification.

With respect to Indian country within
the South Coast Air Basin, including the
Morongo and Pechanga Reservations,
and within San Joaquin Valley, this
means that the applicable major source
threshold for NSR and Title V purposes
is already 10 tons per year for VOC or
NOx, with or without reclassification to
“extreme” for 8-hour ozone, because the
South Coast Air Basin and the San
Joaquin Valley are already “extreme” for
the 1-hour ozone standard. For Indian
country within Coachella Valley and
Sacramento Metro, this means that the
applicable major source threshold for
NSR and Title V purposes is already 25
tons per year for VOC or NOx. Thus, to
the extent that a change in NSR major
source threshold might affect economic
development prospects of any Tribe in
one of the four subject nonattainment
areas, today’s action would have no
such effect since it does not change the
NSR major source threshold for any
Tribe.

As noted previously, we are deferring
reclassification of the Morongo and
Pechanga Reservations, but for the
reasons provided above, neither
reclassification to “extreme” nor deferral
of reclassification would affect the
applicable major source threshold for
NSR and Title V purposes within the

Morongo and Pechanga Reservations.
The applicable major source threshold
is already 10 tons per year of VOC or
NOx based on the classification of the
South Coast Air Basin under the 1-hour
ozone NAAQS.

Comment #4: The Pechanga Tribe
states that, for existing and future
facilities subject to nonattainment NSR,
there is no system in place for facilities
on tribal lands to obtain emission
reduction credits. As such, these
facilities, including those that are Native
American-owned, would be at a
disadvantage relative to facilities
located outside of Indian country.

Response #4: In our Indian country
NSR proposal (71 FR 48696, 8/21/2006)
we noted that “[d]ue to the limited
number of sources in Indian country,
offsets are generally not available. We
have proposed options for addressing
the lack of availability of offsets in
Indian country.” However, for reasons
given above in our response to comment
#3, reclassification of Indian country
within the four subject nonattainment
areas would not affect the offset
requirement that emission reduction
credits (ERCs) are commonly used to
meet. That is, since applicable NSR
requirements, including the major
source threshold definition and offset
requirements, in the four subject areas
are based on the areas’ classifications for
the 1-hour ozone NAAQS, and the new
8-hour ozone classification for each of
the four subject areas, as reclassified,
would be the same as the area’s
corresponding 1-hour ozone
classification, reclassification would not
change the offset requirement. Thus, the
problem of the relative lack of available
ERCs within the Indian country areas
within the four subject areas would not
be affected by reclassification.

With respect to the Pechanga Tribe,
we once again note that we are deferring
reclassification of both the Morongo and
Pechanga Reservations pending our
decisions on their respective boundary
change requests. However, such deferral
has no bearing on the applicable NSR
offset requirements within these two
reservations, nor does it affect the
relative lack of available ERCs. The
current applicable offset ratio for VOC
and NOx for the Morongo and Pechanga
Reservations continues to be based on
the classification of the South Coast Air
Basin as “extreme” for the 1-hour ozone
NAAQS. (See CAA sections 182(e)(1)
and 182(f) for offset requirements of
“extreme” areas.)

Comment #5: The Morongo and
Pechanga Tribes assert that reducing the
threshold for the applicability of
General Conformity requirements from
25 to 10 tons per year VOC or NOx

would require many more projects to
demonstrate that their emissions of
criteria pollutants will not impede
progress toward attainment of the
NAAQS.

Response #5: We agree that
reclassification of the South Coast Air
Basin, as proposed, would lower the
applicability threshold under our
General Conformity rule from 25 tons
per year to 10 tons per year. We also
note that reclassification of the other
three nonattainment areas would also
lower the applicable de minimis
thresholds under EPA’s General
Conformity rule in those areas.

As explained in the preamble of our
proposed rule (see pages 43658 and
43661), under EPA’s General
Conformity rule, Federal agencies bear
the responsibility of determining
conformity of actions in nonattainment
and maintenance areas that require
Federal permits, approvals, or funding.
Therefore, not all projects undertaken
by the Tribes are subject to the General
Conformity rule, but only those tribal
projects that require Federal agency
permits, approvals or funding.
Moreover, the definition of “indirect
emissions” in the General Conformity
rule (see 40 CFR 93.152) further limits
the reach of the rule by requiring that
emissions caused by the action be
reasonably foreseeable and of the type
which the Federal agency can
practicably control and can maintain
control over due to a continuing
program responsibility of the Federal
agency.

Furthermore, the potential impacts
associated with any lowering of a
General Conformity de minimis
threshold are not unique to Federal
actions proposed in Indian country—
they affect Federal actions throughout a
given nonattainment area. Please note
that the General Conformity rule
excludes from the applicability
determination that portion of a Federal
action that includes major new or
modified stationary sources that require
a permit under the NSR program (CAA
section 173) or the prevention of
significant deterioration program (CAA
Title I, Part C). See 40 CFR 93.153(d)(1).

Lastly, because we have decided to
defer reclassification of the Morongo
and Pechanga Reservations, the General
Conformity threshold will remain at 25
tons per year of VOC or NOx for these
Reservations pending our final
decisions on the Tribes’ boundary
change requests.?

9The General Conformity de minimis threshold
for the South Coast Air Basin, including all Indian
country therein except the Morongo and Pechanga
Reservations, will be lowered from 25 tons per year
to 10 tons per year by virtue of this final rule.
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Comment #6: An anonymous
commenter states that San Joaquin
Valley has not applied the 1-hour ozone
anti-backsliding measures and has not
reviewed permits according to the NSR
requirements of an “extreme” 1-hour
ozone nonattainment area. The
commenter also states that the lower
permitting thresholds and higher offset
ratio for San Joaquin Valley have been
in effect since the May 2004 action that
classified the area as “extreme” for 1-
hour ozone. Accordingly, the
commenter insists that EPA must
require San Joaquin Valley to evaluate
all of its permitting actions from that
point forward against the requirements
of an “extreme” 1-hour ozone
classification.

Response #6: This comment is outside
the scope of our proposed action. This
comment does not challenge our
proposed action to grant the State of
California’s request under 40 CFR
51.903(b) and CAA section 181(b)(3) to
reclassify the San Joaquin Valley
nonattainment area to “extreme” for the
1997 8-hour ozone standard nor does it
challenge our decision not to establish
any new SIP revision deadlines for the
San Joaquin Valley area. Instead, it
pertains to the implementation and
enforcement of 1-hour ozone “extreme”
NSR permitting requirements in the San
Joaquin Valley at the corresponding
major source threshold and offset ratio
for that classification. As noted in
footnote #18 on page 43662 of the
preamble to our proposed rule: “The
deadlines proposed herein relate solely
to specific additional requirements
triggered by the reclassification for the
8-hour ozone NAAQS and should not be
interpreted as relieving an area of any
existing obligation that the area has
based on its 1-hour ozone classification,
or of existing obligations not related to
attainment that are based on its current
8-hour ozone classification.”

Moreover, the NSR requirements to
which EPA refers in the proposed rule
relate to the State of California’s
obligation to submit SIP revisions
meeting the statutory requirements, not
to the requirements on new stationary
sources and modifications themselves.10
In March 2009, the State of California
submitted a SIP revision including NSR

10 See, e.g., page 43658 of the preamble to the
proposed rule (74 FR 43654)(“In regards to * * *
the requirements for SIPs regarding * * * (“new
source review”), the reclassifications would not
lower the “major source” applicability thresholds
required in a revised SIP * * *”).

rules that apply in the San Joaquin
Valley that are intended to address the
“extreme” 8-hour ozone nonattainment
area NSR requirements. On April 12,
2010, EPA’s Region 9 Regional
Administrator signed a final rule to take
a limited approval and limited
disapproval action on this SIP revision.
The pre-publication version of this final
rule has been placed in the docket.

V. Final Action

We believe that the plain language of
CAA section 181(b)(3) mandates that we
approve voluntary reclassification
requests,!? and thus, EPA is taking final
action to grant the State’s request for the
following voluntary reclassifications:
the San Joaquin Valley area from
“serious” to “extreme”; the South Coast
Air Basin area from “severe-17” to
“extreme”; and the Coachella Valley and
Sacramento Metro areas from “serious”
to “severe-15.” Upon the effective date
of this final action granting the
reclassifications, these four areas are
required to attain the 8-hour ozone
NAAQS as expeditiously as practicable,
but not later than the applicable
maximum attainment period set forth in
40 CFR 51.903(a), Table 1: June 15, 2024
for San Joaquin Valley and the South
Coast Air Basin; and June 15, 2019 for
Coachella Valley and Sacramento
Metro.12

In connection with reclassification of
the four subject areas, and for the
reasons discussed above and in the
proposed rule, we are establishing the
deadline of no later than 12 months
from the effective date of reclassification
for submittal of revisions to the
Sacramento Metro portion (Sacramento
Metropolitan AQMD, Placer County
APCD, and Feather River AQMD only)
of the California SIP to meet the NSR
requirements of a “severe-15” area. As

11 The reclassification requests submitted by the
State of California do not explicitly address Indian
country located within the various ozone
nonattainment areas. We have assumed that the
State of California’s request relates only to the
portions of the nonattainment areas that lie outside
of Indian country because the State is not approved
to implement the CAA in Indian country located
within the state.

12Because we are reclassifying Indian country in
these areas consistent with the classifications
requested by the State (with the exception of the
two reservations for which we are deferring
reclassification), the new attainment dates apply
area-wide to both State lands and Indian country
located therein. Unlike the State of California,
however, the Indian tribes located within the four
subject areas are not subject to specific plan
submittal and implementation deadlines under the
new ozone classifications. See 40 CFR 49.4.

discussed above, EPA is deferring the
setting of a submittal deadline for
revision to the California SIP for the
four subject areas to meet the
requirements of CAA section 185. With
the exceptions of submittal
requirements for SIP revisions for the
NSR requirements for the Sacramento
Metro area, and the section 185 fee
requirements for the four subject areas,
we have determined that the State has
submitted SIP revisions for all other
additional requirements for the four
subject areas. As such, there is no need
to establish a deadline for any other SIP
revision requirement.?3

In addition, consistent with our
discretionary authority under CAA
sections 301(a) and 301(d)(4), and for
the reasons discussed above and in the
proposed rule, we are similarly
finalizing our reclassification of all
Indian country within the four areas,
except Indian country pertaining to the
Morongo and Pechanga Tribes,
consistent with the reclassification
requests for the surrounding non-Indian
country lands. As discussed above, EPA
is deferring the reclassification of the
Morongo and Pechanga Reservations
pending our final decisions on their
boundary change requests. In Table 1
below, we list tribes that have Indian
country located within the four subject
areas of this final action. Aside from the
Morongo and Pechanga Reservations,
we also note that the reclassifications
apply to all Indian country within any
of the four subject areas that exists at
present or at any future time while the
given area continues to be designated as
nonattainment. Reclassification lowers
the de minimis thresholds for the
affected tribes, as per EPA’s General
Conformity rule (40 CFR part 53,
subpart B), but does not lower the
applicable “major source” thresholds
because the 25 tons per year “major
source” thresholds for VOC and NOx in
the Coachella Valley and Sacramento
Metro areas, and the 10 tons per year
thresholds for VOC and NOx in the San
Joaquin Valley and South Coast areas,
already apply under the areas’ 1-hour
ozone classifications.

13 The deadline established through this final
action relates solely to specific additional
requirements triggered by the reclassification for the
8-hour ozone NAAQS and should not be interpreted
as relieving any of the four areas of any existing
obligation that an area has based on its 1-hour
ozone classification, or of existing obligations
unrelated to attainment that are based on an area’s
original 8-hour ozone classification.
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TABLE 1—TRIBES WITH INDIAN COUNTRY LOCATED WITHIN THE FOUR AREAS SUBJECT TO RECLASSIFICATION

San Joaquin Valley

South coast air basin

Coachella Valley

Sacramento metro

Big Sandy Rancheria of Mono Indi-
ans (including the Big Sandy
Rancheria).

Cold Springs Rancheria of Mono
Indians  (including the Cold
Springs Rancheria).

North Fork Rancheria of Mono In-
dians (including the North Fork
Rancheria).

Picayune Rancheria of Chukchansi
Indians (including the Picayune
Rancheria).

Santa Rosa Indian Community (in-
cluding the Santa Rosa
Rancheria).

Table Mountain Rancheria (includ-
ing the Table Mountain
Rancheria).

Cahuilla Band of Indians (includ-
ing the Cahuilla Reservation).

Ramona Band of Cahuilla Mission
Indians (including the Ramona
Band).

San Manuel Band of Mission Indi-
ans (including the San Manuel
Reservation).

Santa Rosa Band of Cahuilla Indi-
ans (including the South Coast
Air Basin portion of the Santa
Rosa Reservation).

Soboba Band of Luisefo Indians
(including the Soboba Reserva-
tion).

Reclassification Deferred for:

Morongo Band of Mission Indians
(including the Morongo Res-

Agua Caliente Band of Cahuilla
Indians (including the Agua
Caliente Indian Reservation).

Augustine Band of Cahuilla Indi-
ans (including the Augustine
Reservation).

Cabazon Band of Mission Indians
(including the Cabazon Res-
ervation).

Santa Rosa Band of Cahuilla Indi-
ans (including the Coachella
Valley portion of the Santa
Rosa Reservation).

Torres Martinez Desert Cahuilla
Indians (including the Torres-
Martinez Reservation)

Twenty-Nine Palms Band of Mis-
sion Indians (including the
Twenty-Nine Palms Reserva-

Rumsey Indian Rancheria of
Wintun Indians (including the
Rumsey Indian Rancheria).

Shingle Springs Band of Miwok
Indians [including the Shingle

Springs  Rancheria  (Verona
Tract).

United Auburn Indian Community
(including the Auburn
Rancheria).

ervation). tion-Riverside County Section).
Tule River Indian Tribe (including | Reclassification  Deferred  for:
the Tule River Reservation). Pechanga Band of Luiseno Mis-
sion Indians (including the

Pechanga Reservation).

To codify our final action
reclassifying the four subject areas, we
are revising the table for 8-hour ozone
in 40 CFR 81.305 accordingly.

VI. Statutory and Executive Order
Reviews

Under Executive Order 12866 (58 FR
51735, October 4, 1993), this final action
is not a “significant regulatory action”
and therefore is not subject to Executive
Order 12866. With respect to lands
under state jurisdiction, voluntary
reclassifications under CAA section
181(b)(3) of the CAA are based solely
upon requests by the State, and EPA is
required under the CAA to grant them.
These actions do not, in and of
themselves, impose any new
requirements on any sectors of the
economy. In addition, because the
statutory requirements are clearly
defined with respect to the differently
classified areas, and because those
requirements are automatically triggered
by reclassification, reclassification does
not impose a materially adverse impact
under Executive Order 12866. With
respect to Indian country,
reclassifications do not establish
deadlines for air quality plans or plan
revisions. For these reasons, this final
action is also not subject to Executive
Order 13211, “Actions Concerning
Regulations That Significantly Affect
Energy Supply, Distribution, or Use” (66
FR 28355, May 22, 2001).

In addition, I certify that this final
rule will not have a significant
economic impact on a substantial

number of small entities under the
Regulatory Flexibility Act (5 U.S.C. 601
et seq.), and that this final rule does not
contain any unfunded mandate or
significantly or uniquely affect small
governments, as described in the
Unfunded Mandates Reform Act of 1995
(Pub. L. 104—4), because EPA is required
to grant requests by states for voluntary
reclassifications and such
reclassifications in and of themselves do
not impose any federal
intergovernmental mandate, and
because tribes are not subject to
implementation plan submittal
deadlines that apply to States as a result
of reclassifications.

Executive Order 13175 (65 FR 67249,
November 9, 2000) requires EPA to
develop an accountable process to
ensure “meaningful and timely input by
tribal officials in the development of
regulatory policies that have tribal
implications.” “Policies that have tribal
implications” is defined in section 1(a)
of the Executive Order to include
regulations that have “substantial direct
effects on one or more Indian tribes, on
the relationship between the Federal
Government and the Indian tribes, or on
the distribution of power and
responsibilities between the Federal
Government and Indian tribes.”

Several Indian tribes have Indian
country located within the boundaries
of the four subject ozone nonattainment
areas. EPA implements federal Clean
Air Act programs, including
reclassifications, in these areas of Indian
country consistent with our

discretionary authority under sections
301(a) and 301(d)(4) of the Clean Air
Act. EPA has concluded that this final
rule might have tribal implications for
the purposes of E.O. 13175, but would
not impose substantial direct costs upon
the tribes, nor would it preempt Tribal
law. This final rule does not affect
implementation of new source review
for new or modified stationary sources
proposed to be located in the Indian
country areas proposed for
reclassification, but might affect projects
proposed in these areas that require
Federal permits, approvals, or funding.
Such projects are subject to the
requirements of EPA’s General
Conformity rule, and Federal permits,
approvals, or funding for the projects
may be more difficult to obtain because
of the lower de minimis thresholds
triggered by reclassification.14

Given the potential implications, EPA
contacted tribal officials early in the
process of developing this final rule to
provide an opportunity to have
meaningful and timely input into its
development. On July 31, 2008, we sent
letters to leaders of the 22 tribes with
Indian country areas in the four subject
nonattainment areas seeking their input

14 As noted in section IV (“Public Comments and
EPA Responses”), EPA is deferring the
reclassification of the Morongo and Pechanga
Reservations pending our final decisions on their
boundary change requests. Thus, for the time being,
the current General Conformity de minimis
thresholds (25 tons per year for VOC or NOx)
continue to apply for projects proposed in the
Morongo and Pechanga Reservations that require
Federal permits, approvals, or funding.
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on how we could best communicate
with the tribes on the rulemaking
effort.1> We received responses from
nine tribes, of whom four indicated
face-to-face meetings as one of several
preferred means of communication.
Prior to our proposal we had met with
two tribes that sought specific meetings
on the reclassifications: Morongo Band
of Mission Indians (“Morongo Tribe”)
and Pechanga Band of Luisefio Mission
Indians (“Pechanga Tribe”). Following
the end of the comment period on our
proposal, we met again with the
Morongo and Pechanga Tribes to
discuss the Tribes’ broader requests for
separate nonattainment areas. We also
contacted the Twenty-Nine Palms Band
of Luiseno Mission Indians, and the
Santa Rosa Band of Cahuilla Indians to
clarify how the reclassification would
affect each Tribe’s Indian country in
Coachella Valley. EPA has carefully
considered the views expressed by the
Tribes, including (as described in detail
above) the views expressed in written
comments on EPA’s proposed
reclassification rule.

This final action also does not have
Federalism implications because it does
not have substantial direct effects on the
States, on the relationship between the
national government and the States, nor
on the distribution of power and
responsibilities among the various
levels of government, as specified in
Executive Order 13132 (64 FR 43255,
August 10, 1999). This final action does
not alter the relationship or the
distribution of power and
responsibilities established in the CAA.

This final rule also is not subject to
Executive Order 13045 “Protection of
Children from Environmental Health
Risks and Safety Risks” (62 FR 19885,
April 23, 1997), because EPA interprets
E.O. 13045 as applying only to those
regulatory actions that concern health or
safety risks, such that the analysis
required under section 5-501 of the E.O.

has the potential to influence the
regulation.

Reclassification actions do not
involve technical standards and thus,
the requirements of section 12(d) of the
National Technology Transfer and
Advancement Act of 1995 (15 U.S.C.
272 note) also do not apply. In addition,
this final rule does not impose an
information collection burden under the
provisions of the Paperwork Reduction
Act of 1995 (44 U.S.C. 3501 et seq.).

Executive Order 12898 (59 FR 7629,
February 16, 1994) establishes federal
executive policy on environmental
justice. Its main provision directs
federal agencies, to the greatest extent
practicable and permitted by law, to
make environmental justice part of their
mission by identifying and addressing,
as appropriate, disproportionately high
and adverse human health or
environmental effects of their programs,
policies, and activities on minority
populations and low-income
populations in the United States. This
reclassification action relates to ozone, a
pollutant that is regional in nature, and
is not the type of action that could result
in the types of local impacts addressed
in Executive Order 12898.

The Congressional Review Act, 5
U.S.C. section 801 et seq., as added by
the Small Business Regulatory
Enforcement Fairness Act of 1996,
generally provides that before a rule
may take effect, the agency
promulgating the rule must submit a
rule report, which includes a copy of
the rule, to each House of the Congress
and to the Comptroller General of the
United States. EPA will submit a report
containing this rule and other required
information to the U.S. Senate, the U.S.
House of Representatives, and the
Comptroller General of the United
States prior to publication of the rule in
the Federal Register. A major rule
cannot take effect until 60 days after it
is published in the Federal Register.
This action is not a “major rule” as
defined by 5 U.S.C. section 804(2).

Under section 307(b)(1) of the Clean
Air Act, petitions for judicial review of
this action must be filed in the United
States Court of Appeals for the
appropriate circuit by July 6, 2010.
Filing a petition for reconsideration by
the Administrator of this final rule does
not affect the finality of this rule for the
purposes of judicial review nor does it
extend the time within which a petition
for judicial review may be filed, and
shall not postpone the effectiveness of
such rule or action. This action may not
be challenged later in proceedings to
enforce its requirements. (See CAA
section 307(b)(2).)

List of Subjects in 40 CFR Part 81

Environmental protection, Air
pollution control, Intergovernmental
relations, National parks, Ozone,
Wilderness areas.

Dated: April 15, 2010.

Jared Blumenfeld,
Regional Administrator, Region IX.

m Part 81, chapter, title 40 of the Code
of Federal Regulations is amended as
follows:

PART 81—[AMENDED]

m 1. The authority citation for part 81
continues to read as follows:

Authority: 42 U.S.C. 7401 et seq.

Subpart C—[Amended]

m 2. Section 81.305 is amended in the
table for “California—QOzone (8—Hour
Standard)” by revising the entries for
“Los Angeles-South Coast Air Basin,
CA,” “Riverside Co. (Coachella Valley),
CA,” “Sacramento Metro, CA,” and “San
Joaquin Valley, CA,”; by republishing
footnotes “a”, “b”, and “1”; by adding
footnotes “c” and “2”; and by designating
the footnotes in the correct order to read
as follows:

§81.305 California.

CALIFORNIA—OZONE (8-HOUR STANDARD)

Designated area

Designationa

Classification

Date?

Type Date? Type

* *

Los Angeles—South Coast Air Basin, CA
Los Angeles County (part)

15In our proposed rule, we indicated that we sent
letters to the leaders of 21 tribes with Indian
country areas in the four subject nonattainment
areas. On July 31, 2008 we had also sent a letter
to the leader of the Twenty-Nine Palms Band of

* * *

Luiseno Mission Indians in relation to the Tribe’s

Indian country located within the Western Mojave
Desert nonattainment area, for which the State of
California has also submitted a reclassification
request but for which we have deferred action. This

Nonattainment
Nonattainment

* *

() Subpart 2/Extreme.
(2) Subpart 2/Extreme.

Tribe is affected by this final action in relation to
its Indian country in the Coachella Valley
nonattainment area.
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CALIFORNIA—OZONE (8-HOUR STANDARD)—Continued

Designated area

Designation2

Classification

Date?

Type

Date?

Type

That portion of Los Angeles County which lies south and west of a

line described as follows: Beginning at the Los Angeles-San
Bernardino County boundary and running west along the Town-
ship line common to Township 3 North and Township 2 North,
San Bernardino Base and Meridian; then north along the range
line common to Range 8 West and Range 9 West; then west
along the Township line common to Township 4 North and
Township 3 North; then north along the range line common to
Range 12 West and Range 13 West to the southeast corner of
Section 12, Township 5 North and Range 13 West; then west
along the south boundaries of Sections 12, 11, 10, 9, 8, and 7,
Township 5 North and Range 13 West to the boundary of the
Angeles National Forest which is collinear with the range line
common to Range 13 West and Range 14 West; then north and
west along the Angeles National Forest boundary to the point of
intersection with the Township line common to Township 7 North
and Township 6 North (point is at the northwest corner of Sec-
tion 4 in Township 6 North and Range 14 West); then west along
the Township line common to Township 7 North and Township 6
North; then north along the range line common to Range 15
West and Range 16 West to the southeast corner of Section 13,
Township 7 North and Range 16 West; then along the south
boundaries of Sections 13, 14, 15, 16, 17, and 18, Township 7
North and Range 16 West; then north along the range line com-
mon to Range 16 West and Range 17 West to the north bound-
ary of the Angeles National Forest (collinear with the Township
line common to Township 8 North and Township 7 North); then
west and north along the Angeles National Forest boundary to
the point of intersection with the south boundary of the Rancho
La Liebre Land Grant; then west and north along this land grant
boundary to the Los Angeles-Kern County boundary.

Orange COUNY ...cueeuiiieieieieeie ettt ettt nee e

Riverside County (part)

That portion of Riverside County, except that portion of the area

defined below that lies within the Morongo Reservation or the
Pechanga Reservation¢, which lies to the west of a line de-
scribed as follows: Beginning at the Riverside-San Diego County
boundary and running north along the range line common to
Range 4 East and Range 3 East, San Bernardino Base and Me-
ridian; then east along the Township line common to Township 8
South and Township 7 South; then north along the range line
common to Range 5 East and Range 4 East; then west along
the Township line common to Township 6 South and Township 7
South to the southwest corner of Section 34, Township 6 South,
Range 4 East; then north along the west boundaries of Sections
34, 27, 22, 15, 10, and 3, Township 6 South, Range 4 East; then
west along the Township line common to Township 5 South and
Township 6 South; then north along the range line common to
Range 4 East and Range 3 East; then west along the south
boundaries of Sections 13, 14, 15, 16, 17, and 18, Township 5
South, Range 3 East; then north along the range line common to
Range 2 East and Range 3 East; to the Riverside-San
Bernardino County line.

Morongo Reservation © ..........ccccoociiiieiiii i

Pechanga Reservation © ..........cocciiiiiiiiniiieeee e
San Bernardino County (PArt) ......ccccceeereerieeieenie e

That portion of San Bernardino County which lies south and west

*

of a line described as follows: Beginning at the San Bernardino-
Riverside County boundary and running north along the range
line common to Range 3 East and Range 2 East, San
Bernardino Base and Meridian; then west along the Township
line common to Township 3 North and Township 2 North to the
San Bernardino-Los Angeles County boundary.

* * *

Riverside Co. (Coachella Valley), CA .......cccooueueuiiienieirieieieeeee e
Riverside County (PArt) .......ccooereereneenesieeseee e

Nonattainment
Nonattainment

Nonattainment
Nonattainment
Nonattainment

*

Nonattainment
Nonattainment

®)
®)

®)
®)
®)

®)
®)

Subpart 2/Extreme.
Subpart 2/Extreme.

Subpart 2/Severe-17.
Subpart 2/Severe-17.
Subpart 2/Extreme.

*

Subpart 2/Severe-15.
Subpart 2/Severe-15.
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CALIFORNIA—OZONE (8-HOUR STANDARD)—Continued

Designated area

Designation2

Classification

Date?

Type

Date? Type

That portion of Riverside County which lies to the east of a line de-

scribed as follows: Beginning at the Riverside-San Diego County
boundary and running north along the range line common to
Range 4 East and Range 3 East, San Bernardino Base and Me-
ridian; then east along the Township line common to Township 8
South and Township 7 South; then north along the range line
common to Range 5 East and Range 4 East; then west along
the Township line common to Township 6 South and Township 7
South to the southwest corner of Section 34, Township 6 South,
Range 4 East; then north along the west boundaries of Sections
34, 27, 22, 15, 10, and 3, Township 6 South, Range 4 East; then
west along the Township line common to Township 5 South and
Township 6 South; then north along the range line common to
Range 4 East and Range 3 East; then west along the south
boundaries of Sections 13, 14, 15, 16, 17, and 18, Township 5
South, Range 3 East; then north along the range line common to
Range 2 East and Range 3 East; to the Riverside-San
Bernardino County line. And that portion of Riverside County
which lies to the west of a line described as follows:

That segment of the southwestern boundary line of Hydrologic Unit

Number 18100100 within Riverside County, further described as
follows: Beginning at the Riverside-Imperial County boundary
and running north along the range line common to Range 17
East and Range 16 East, San Bernardino Base and Meridian;
then northwest along the ridge line of the Chuckwalla Mountains,
through Township 8 South, Range 16 East and Township 7
South, Range 16 East, until the Black Butte Mountain, elevation
4504’; then west and northwest along the ridge line to the south-
west corner of Township 5 South, Range 14 East; then north
along the range line common to Range 14 East and Range 13
East; then west and northwest along the ridge line to Monument
Mountain, elevation 4834’; then southwest and then northwest
along the ridge line of the Little San Bernardino Mountains to
Quail Mountain, elev. 5814’; then northwest along the ridge line
to the Riverside-San Bernardino County line.

Sacramento MEtro, CA ...ttt ae e e eennes
El Dorado County (PArt) ......cccceeieeaiieeiieeriee st see et

All portions of the county, except that portion of El Dorado County
within the drainage area naturally tributary to Lake Tahoe includ-
ing said Lake.

Placer County (PArt) ......cooeeeieeiieeiee et

All portions of the county except that portion of Placer County with-
in the drainage area naturally tributary to Lake Tahoe including
said Lake, plus that area in the vicinity of the head of the Truck-
ee River described as follows: Commencing at the point common
to the aforementioned drainage area crestline and the line com-
mon to Townships 15 North and 16 North, Mount Diablo Base
and Meridian, and following that line in a westerly direction to the
northwest corner of Section 3, Township 15 North, Range 16
East, Mount Diablo Base and Meridian, thence south along the
west line of Sections 3 and 10, Township 15 North, Range 16
East, Mount Diablo Base and Meridian, to the intersection with
the said drainage area crestline, thence following the said drain-
age area boundary in a southeasterly, then northeasterly direc-
tion to and along the Lake Tahoe Dam, thence following the said
drainage area crestline in a northeasterly, then northwesterly di-
rection to the point of beginning.

Sacramento COUNLY ....oocuiiiiiiiiiiiee ettt
S0lano CoUNtY (PAIE) ...eevveeeieeiieeieeeiee e

*

Nonattainment
Nonattainment

Nonattainment
Nonattainment

* *

(3) Subpart 2/Severe-15.
(3 Subpart 2/Severe-15.

(3) Subpart 2/Severe-15.

(3) Subpart 2/Severe-15.
(3) Subpart 2/Severe-15.
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CALIFORNIA—OZONE (8-HOUR STANDARD)—Continued

Designated area

Designation 2

Classification

Date?

Type

Date?l

Type

That portion of Solano County which lies north and east of a line

described as follows: Beginning at the intersection of the west-
erly boundary of Solano County and the 4 section line running
east and west through the center of Section 34; Township 6
North, Range 2 West, Mount Diablo Base and Meridian, thence
east along said 4 section line to the east boundary of Section
36, Township 6 North, Range 2 West, thence south 2 mile and
east 2.0 miles, more or less, along the west and south boundary
of Los Putos Rancho to the northwest corner of Section 4, Town-
ship 5 North, Range 1 West, thence east along a line common to
Township 5 North and Township 6 North to the northeast corner
of Section 3, Township 5 North, Range 1 East, thence south
along section lines to the southeast corner of Section 10, Town-
ship 3 North, Range 1 East, thence east along section lines to
the south 2 corner of Section 8, Township 3 North, Range 2
East, thence east to the boundary between Solano and Sac-
ramento Counties.

Sutter County (PArt) .....oceeeiiiiiiee e
Portion south of a line connecting the northern border of Yolo

County to the SW tip of Yuba County and continuing along the
southern Yuba County border to Placer County.

YOIO COUNLY ettt

*

San Joaquin Valley, CA

Fresno County ............

Kern County (part)

That portion of Kern County which lies west and north of a line de-

scribed as follows: Beginning at the Kern-Los Angeles County
boundary and running north and east along the northwest bound-
ary of the Rancho La Libre Land Grant to the point of intersec-
tion with the range line common to R. 16 W. and R. 17 W., San
Bernardino Base and Meridian; north along the range line to the
point of intersection with the Rancho El Tejon Land Grant bound-
ary; then southeast, northeast, and northwest along the bound-
ary of the Rancho El Tejon Land Grant to the northwest corner
of S. 3, T. 11 N,, R. 17 W.; then west 1.2 miles; then north to the
Rancho El Tejon Land Grant boundary; then northwest along the
Rancho EIl Tejon line to the southeast corner of S. 34, T. 32 S.,
R. 30 E., Mount Diablo Base and Meridian; then north to the
northwest corner of S. 35, T. 31 S., R. 30 E.; then northeast
along the boundary of the Rancho El Tejon Land Grant to the
southwest corner of S. 18, T. 31 S., R. 31 E.; then east to the
southeast corner of S. 13, T. 31 S., R. 31 E.; then north along
the range line common to R. 31 E. and R. 32 E., Mount Diablo
Base and Meridian, to the northwest corner of S. 6, T. 29 S., R.
32 E.; then east to the southwest corner of S. 31, T. 28 S., R. 32
E.; then north along the range line common to R. 31 E. and R.
32 E. to the northwest corner of S. 6, T. 28 S., R. 32 E., then
west to the southeast corner of S. 36, T. 27 S., R. 31 E., then
north along the range line common to R. 31 E. and R. 32 E. to
the Kern-Tulare County boundary.

KiNGS COUNTY ..o

Madera County ....
Merced County ...........
San Joaquin County ...
Stanislaus County ......

Tulare County

*

Nonattainment

Nonattainment

*

Nonattainment
Nonattainment
Nonattainment

Nonattainment

Nonattainment ...

Nonattainment ...

Nonattainment ...

Nonattainment ...

Nonattainment

*

®

Subpart 2/Severe-15.

Subpart 2/Severe-15.

*

Subpart 2/Extreme.
Subpart 2/Extreme.
Subpart 2/Extreme.

Subpart 2/Extreme.
Subpart 2/Extreme.
Subpart 2/Extreme.
Subpart 2/Extreme.
Subpart 2/Extreme.
Subpart 2/Extreme.

*

a|ncludes Indian Country located in each county or area, except as otherwise specified.

bThe boundaries for these designated areas are based on coordinates of latitude and longitude derived from EPA Region 9's GIS database
and are illustrated in a map entitled “Eastern San Diego County Attainment Areas for the 8-Hour Ozone NAAQS,” dated March 9, 2004, includ-
ing an attached set of coordinates. The map and attached set of coordinates are available at EPA’s Region 9 Air Division office. The designated
areas roughly approximate the boundaries of the reservations for these tribes, but their inclusion in this table is intended for CAA planning pur-
poses only and is not intended to be a federal determination of the exact boundaries of the reservations. Also, the specific listing of these tribes
in this table does not confer, deny, or withdraw Federal recognition of any of the tribes so listed nor any of the tribes not listed.

cThe use of reservation boundaries for this designation is for purposes of CAA planning only and is not intended to be a federal determination
of the exact boundaries of the reservations. Nor does the specific listing of the Tribes in this table confer, deny, or withdraw Federal recognition
of any of the Tribes listed or not listed.
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1This date is June 15, 2004, unless otherwise noted.

2This date is June 4, 2010.

* * * * *
[FR Doc. 2010-9599 Filed 5—4-10; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2009-0611; FRL-8821-4]

Tebuconazole; Pesticide Tolerances

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes
tolerances for residues of tebuconazole
in or on vegetable, fruiting, group 8.
Bayer CropScience requested these
tolerances under the Federal Food,
Drug, and Cosmetic Act (FFDCA).

DATES: This regulation is effective May
5, 2010. Objections and requests for
hearings must be received on or before
July 6, 2010, and must be filed in
accordance with the instructions
provided in 40 CFR part 178 (see also
Unit I.C. of the SUPPLEMENTARY
INFORMATION).

ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-
OPP-2009-0611. All documents in the
docket are listed in the docket index
available at http://www.regulations.gov.
Although listed in the index, some
information is not publicly available,
e.g., Confidential Business Information
(CBI) or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available in the electronic docket at
http://www.regulations.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),
2777 S. Crystal Dr., Arlington, VA. The
Docket Facility is open from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The Docket
Facility telephone number is (703) 305—
5805.

FOR FURTHER INFORMATION CONTACT:
Tracy Keigwin, Registration Division
(7505P), Office of Pesticide Programs,
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:

(703) 305-6605; e-mail address:
keigwin.tracy @epa.gov.
SUPPLEMENTARY INFORMATION:

I. General Information

A. Does this Action Apply to Me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to those engaged in the
following activities:

¢ Crop production (NAICS code 111).

e Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

o Pesticide manufacturing (NAICS
code 32532).

This listing is not intended to be
exhaustive, but rather to provide a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How Can I Get Electronic Access to
Other Related Information?

You may access a frequently updated
electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through
the Government Printing Office’s e-CFR
cite at http://www.gpoaccess.gov/ecfr.
To access the harmonized test
guidelines referenced in this document
electronically, please go to http://
www.epa.gov/oppts and select “Test
Methods and Guidelines.”

C. Can I File an Objection or Hearing
Request?

Under section 408(g) of FFDCA, 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2009-0611 in the subject line on
the first page of your submission. All
requests must be in writing, and must be
mailed or delivered to the Hearing Clerk

as required by 40 CFR part 178 on or
before July 6, 2010.

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing that does not
contain any CBI for inclusion in the
public docket that is described in
ADDRESSES. Information not marked
confidential pursuant to 40 CFR part 2
may be disclosed publicly by EPA
without prior notice. Submit this copy,
identified by docket ID number EPA—
HQ-OPP-2009-0611, by one of the
following methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the on-line
instructions for submitting comments.

e Mail: Office of Pesticide Programs
(OPP) Regulatory Public Docket (7502P),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001.

e Delivery: OPP Regulatory Public
Docket (7502P), Environmental
Protection Agency, Rm. S—4400, One
Potomac Yard (South Bldg.), 2777 S.
Crystal Dr., Arlington, VA. Deliveries
are only accepted during the Docket
Facility’s normal hours of operation
(8:30 a.m. to 4 p.m., Monday through
Friday, excluding legal holidays).
Special arrangements should be made
for deliveries of boxed information. The
Docket Facility telephone number is
(703) 305-5805.

II. Petition for Tolerance

In the Federal Register of September
4, 2009 (74 FR 45848) (FRL—-8434—4),
EPA issued a notice pursuant to section
408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 9F7515) by Bayer
CropScience, 2 T.W. Alexander Dr., P.O.
Box 12014, Research Triangle Park, NC
27709. The petition requested that 40
CFR part 180 be amended by
establishing tolerances for residues of
the fungicide tebuconazole in or on the
raw agricultural commodity vegetables,
fruiting, group at 1.4 parts per million
(ppm). That notice referenced a
summary of the petition prepared by
Bayer CropScience, the registrant,
which is available to the public in the
docket, http://www.regulations.gov.
There were no comments received in
response to the notice of filing.

Based upon review of the data
supporting the petition, EPA has
modified the proposed tolerance to 1.3
ppm. The reason for this change is
explained in Unit IV.C.
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III. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)(i) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines “safe” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue. . ..”

Consistent with section 408(b)(2)(D)
of FFDCA, and the factors specified in
section 408(b)(2)(D) of FFDCA, EPA has
reviewed the available scientific data
and other relevant information in
support of this action. EPA has
sufficient data to assess the hazards of
and to make a determination on
aggregate exposure for the petitioned-for
tolerances for residues of tebuconazole
on vegetables, fruiting, group 8 at 1.3
ppm. EPA’s assessment of exposures
and risks associated with establishing
tolerances follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children.

Tebuconazole has low acute toxicity
by the oral or dermal route of exposure,

and moderate toxicity by the inhalation
route. It is not a dermal sensitizer or a
dermal irritant; however, it is slightly to
mildly irritating to the eye. The main
target organs are the liver, the adrenals,
the hematopoetic system and the
nervous system. Effects on these target
organs were seen in both rodent and
non-rodent species. In addition, ocular
lesions are seen in dogs (including
lenticular degeneration and increased
cataract formation) following
subchronic or chronic exposure.

Oral administration of tebuconazole
caused developmental toxicity in all
species evaluated (rat, rabbit, and
mouse), with the most prominent effects
seen in the developing nervous system.
In the available toxicity studies on
tebuconazole, there was no
toxicologically significant evidence of
endocrine disruptor effects.
Tebuconazole was classified as a Group
C possible human carcinogen, based on
an increase in the incidence of
hepatocellular adenomas, carcinomas
and combined adenomas/carcinomas in
male and female mice. Submitted
mutagenicity studies did not
demonstrate any evidence of mutagenic
potential for tebuconazole.

Specific information on the studies
received and the nature of the adverse
effects caused by tebuconazole as well
as the no-observed-adverse-effect-level
(NOAEL) and the lowest-observed-
adverse-effect-level (LOAEL) from the
toxicity studies can be found at http://
www.regulations.gov in the document
entitled “Tebuconazole: Human Health
Risk Assessment to support tolerances
in/on Asparagus, Barley, Beans, Beets,
Brassica leafy greens, Bulb Vegetables,
Coffee (import), Commercial
Ornamentals, Corn, Cotton, Cucurbits,
Hops, Lychee, Mango, Okra, Pome fruit,
Soybean, Stone fruit, Sunflower, Tree
Nut Crop Group, Turf, Turnips and
Wheat,” pages 83—105 in docket ID
number EPA-HQ-OPP-2005-0097—
0004.

B. Toxicological Endpoints

For hazards that have a threshold
below which there is no appreciable

risk, a toxicological point of departure
(POD) is identified as the basis for
derivation of reference values for risk
assessment. The POD may be defined as
the highest dose at which no adverse
effects are observed (the NOAEL) in the
toxicology study identified as
appropriate for use in risk assessment.
However, if a NOAEL cannot be
determined, the lowest dose at which
adverse effects of concern are identified
(the LOAEL) or a benchmark dose
(BMD) approach is sometimes used for
risk assessment. Uncertainty/safety
factors (UFs) are used in conjunction
with the POD to take into account
uncertainties inherent in the
extrapolation from laboratory animal
data to humans and in the variations in
sensitivity among members of the
human population as well as other
unknowns. Safety is assessed for acute
and chronic dietary risks by comparing
aggregate food and water exposure to
the pesticide to the acute population
adjusted dose (aPAD) and chronic
population adjusted dose (cPAD). The
aPAD and cPAD are calculated by
dividing the POD by all applicable UFs.
Aggregate short-, intermediate-, and
chronic-term risks are evaluated by
comparing food, water, and residential
exposure to the POD to ensure that the
margin of exposure (MOE) called for by
the product of all applicable UFs is not
exceeded. This latter value is referred to
as the level of concern (LOC).

For non-threshold risks, the Agency
assumes that any amount of exposure
will lead to some degree of risk. Thus,
the Agency estimates risk in terms of the
probability of an occurrence of the
adverse effect greater than that expected
in a lifetime. For more information on
the general principles EPA uses in risk
characterization and a complete
description of the risk assessment
process, see http://www.epa.gov/
pesticides/factsheets/riskassess.htm.

A summary of the toxicological
endpoints for tebuconazole used for
human risk assessment is shown in the
Table of this unit.
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TABLE—SUMMARY OF TOXICOLOGICAL DOSES AND ENDPOINTS FOR TEBUCONAZOLE FOR USE IN HUMAN RISK

ASSESSMENT

Exposure/Scenario

Point of Departure
and Uncertainty/
Safety Factors

RfD, PAD, LOC for
Risk Assessment

Study and Toxicological Effects

Acute dietary

(General population including in-
fants and children, Females 13-
50 years of age)

LOAEL = 8.8 milli-
gram/kilogram/day
(mg/kg/day)

UF = 300

UFa = 10x

UFH = 10x

FQPA (UFL) = 3x

Acute RfD = 0.029
mg/kg/day

aPAD = 0.029 mg/
kg/day

Developmental Neurotoxicity Study — Rat.

LOAEL = 8.8 mg/kg/day based on decreases in body
weights, absolute brain weights, brain measurements
and motor activity in offspring.

Chronic dietary
(All populations)

LOAEL = 8.8 mg/kg/

day
UF = 300
UFA = 10x
UFy = 10x

FQPA (UF) = 3x

Chronic RfD = 0.029
mg/kg/day

cPAD = 0.029 mg/
kg/day

Developmental Neurotoxicity Study — Rat.

LOAEL = 8.8 mg/kg/day based on decreases in body
weights, absolute brain weights, brain measurements
and motor activity in offspring.

Incidental oral short term/Inter-
mediate term

(1 to 30 days/1—-6 months)

LOAEL = 8.8 mg/kg/

day
UF = 300
UFA = 10x
UFH = 10x

FQPA (UF.) = 3x

Residential LOC for
MOE = 300

Developmental Neurotoxicity Study — Rat.

LOAEL = 8.8 mg/kg/day based on decreases in body
weights, absolute brain weights, brain measurements
and motor activity in offspring.

Dermal short term/Intermediate term
(1 to 30 days/1 to 6 months)

LOAEL = 8.8 mg/kg/

Residential LOC for
MOE = 300

Developmental Neurotoxicity Study —Rat.

LOAEL = 8.8 mg/kg/day based on decreases in body
weights, absolute brain weights, brain measurements
and motor activity in offspring.

Inhalation short term/Intermediate
term

(1 to 30 days/1 to 6 months)

day
UF = 300
UFA = 10x
UFH = 10x
UFL = 3x
DAF = 23.1%
LOAEL = 8.8 mg/kg/
day
UF = 300
UF4 = 10x
UFH = 10x
UF. = 3x

Inhalation and oral
toxicity are as-
sumed to be
equivalent

Residential LOC for
MOE = 300

Developmental Neurotoxicity Study — Rat.

LOAEL = 8.8 mg/kg/day based on decreases in body
weights, absolute brain weights, brain measurements
and motor activity in offspring.

Cancer
(Oral, dermal, inhalation)

Classification: Group C—possible human carcinogen based on statistically significant increase in the inci-
dence of hepatocellular adenoma, carcinoma, and combined adenoma/carcinomas in both sexes of
NMRI mice. Considering that there was no evidence of carcinogenicity in rats, there was no evidence of
genotoxicity for tebuconazole, and tumors were only seen at a high and excessively toxic dose in mice,
EPA concluded that the chronic RfD would be protective of any potential carcinogenic effect. The
chronic RfD value is 0.029 mg/kg/day which is approximately 9,600 fold lower than the dose that would

induce liver tumors (279 mg/kg/day).

UFA = extrapolation from animal to human (interspecies). UFy = potential variation in sensitivity among members of the human population
(intraspecies). UF. = use of a LOAEL to extrapolate a NOAEL. UFs = use of a short-term study for long-term risk assessment. UFpg = to ac-
count for the absence of data or other data deficiency. FQPA SF = Food Quality Protection Act Safety Factor. PAD = population adjusted dose
(a = acute, ¢ = chronic). RfD = reference dose. MOE = margin of exposure. LOC = level of concern.

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to tebuconazole, EPA
considered exposure under the
petitioned-for tolerances as well as all
existing tebuconazole tolerances in 40
CFR 180.474. EPA assessed dietary
exposures from tebuconazole in food as
follows:

i. Acute exposure. Quantitative acute
dietary exposure and risk assessments
are performed for a food-use pesticide,

if a toxicological study has indicated the
possibility of an effect of concern
occurring as a result of a 1-day or single
exposure.

In estimating acute dietary exposure,
EPA used food consumption
information from the United States
Department of Agriculture (USDA)
1994-1996 and 1998 Nationwide
Continuing Surveys of Food Intake by
Individuals (CSFII). As to residue levels
in food, anticipated residues for
bananas, grapes, raisins, nectarines,

peaches, peanut butter and wheat were
derived using the latest USDA Pesticide
Data Program (PDP) monitoring data.
Anticipated residues for all other
registered and proposed food
commodities were based on field trial
data. For uses associated with PP
9F7515, 100 percent crop treated (PCT)
was assumed. Dietary Exposure
Evaluation Model (ver. 7.81) default
processing factors were assumed for
processed commodities associated with
petition 9F7515. For several other uses
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EPA used PCT data as specified in Unit
II1.C.1.iv.

ii. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used the same assumptions as
stated in Unit III.C.1.i. for acute
exposure.

iii. Cancer. As explained in Unit
II1.B., the chronic risk assessment is
considered to be protective of any
cancer effects; therefore, a separate
quantitative cancer dietary risk
assessment was not conducted.

iv. Anticipated residue and PCT
information. Section 408(b)(2)(E) of
FFDCA authorizes EPA to use available
data and information on the anticipated
residue levels of pesticide residues in
food and the actual levels of pesticide
residues that have been measured in
food. If EPA relies on such information,
EPA must require pursuant to section
408(f)(1) of FFDCA that data be
provided 5 years after the tolerance is
established, modified, or left in effect,
demonstrating that the levels in food are
not above the levels anticipated. For the
present action, EPA will issue such data
call-ins as are required by section
408(b)(2)(E) of FFDCA and authorized
under section 408(f)(1) of FFDCA. Data
will be required to be submitted no later
than 5 years from the date of issuance
of these tolerances.

Section 408(b)(2)(F) of FFDCA states
that the Agency may use data on the
actual percent of food treated for
assessing chronic dietary risk only if:

¢ Condition a: The data used are
reliable and provide a valid basis to
show what percentage of the food
derived from such crop is likely to
contain the pesticide residue.

¢ Condition b: The exposure estimate
does not underestimate exposure for any
significant subpopulation group.

¢ Condition c: Data are available on
pesticide use and food consumption in
a particular area, the exposure estimate
does not understate exposure for the
population in such area.

In addition, the Agency must provide
for periodic evaluation of any estimates
used. To provide for the periodic
evaluation of the estimate of PCT as
required by section 408(b)(2)(F) of
FFDCA, EPA may require registrants to
submit data on PCT.

The Agency used PCT information as
follows:

Grapes: 25%; grape, raisin: 25%;
nectarine 25%; oats 2.5%; peach: 20%;
and peanuts 45%.

In most cases, EPA uses available data
from the USDA’s National Agricultural
Statistics Service (NASS), proprietary
market surveys, and the National
Pesticide Use Database for the chemical/
crop combination for the most recent 6

years. EPA uses an average PCT for
chronic dietary risk analysis. The
average PCT figure for each existing use
is derived by combining available
public and private market survey data
for that use, averaging across all
observations, and rounding to the
nearest 5%, except for those situations
in which the average PCT is less than
one. In those cases, 1% is used as the
average PCT and 2.5% is used as the
maximum PCT. EPA uses a maximum
PCT for acute dietary risk analysis. The
maximum PCT figure is the highest
observed maximum value reported
within the recent 6 years of available
public and private market survey data
for the existing use and rounded up to
the nearest multiple of 5%.

The Agency used projected percent
crop treated (PPCT) information for
tebuconazole on apples, apricots,
cherries (preharvest), sweetcorn, hops,
plums, and turnips. The PPCT for each
crop is as follows: Apples, acute
assessment 44%, chronic assessment
41%; apricots: acute assessment 56%,
chronic assessment 43%; cherries,
preharvest: acute assessment 42%,
chronic assessment 37%; corn, sweet:
acute assessment 22%, chronic
assessment 14%; hops: acute assessment
64 %, chronic assessment 64%; plum:
acute assessment 26%, chronic
assessment 24%; turnip: acute
assessment 68%, chronic assessment
44%. EPA estimates PPCT for a new
pesticide use by assuming that its actual
PCT during the initial 5 years of use on
a specific use site will not exceed the
recent PCT of the market leader (i.e., the
one with the greatest PCT) on that site.
An average market leader PCT, based on
three recent surveys of pesticide usage,
if available, is used for chronic risk
assessment, while the maximum PCT
from the same three recent surveys, if
available, is used for acute risk
assessment. The average and maximum
market leader PCTs may each be based
on one or two surveys if three are not
available. Comparisons are only made
among pesticides of the same pesticide
types (i.e., the leading fungicide on the
use site is selected for comparison with
the new fungicide). The market leader
PCTs used to determine the average and
the maximum may be each for the same
pesticide or for different pesticides
since the same or different pesticides
may dominate for each year. Typically,
EPA uses USDA/NASS as the source for
raw PCT data because it is publicly
available. When a specific use site is not
surveyed by USDA/NASS, EPA uses
other sources including proprietary
data.

An estimated PPCT, based on the
average PCT of the market leaders, is

appropriate for use in chronic dietary
risk assessment, and an estimated PPCT,
based on the maximum PCT of the
market leaders, is appropriate for use in
acute dietary risk assessment. This
method of estimating PPCTs for a new
use of a registered pesticide or a new
pesticide produces high-end estimates
that are unlikely, in most cases, to be
exceeded during the initial 5 years of
actual use. Predominant factors that
bear on whether the PPCTs could be
exceeded may include PCTs of similar
chemistries, pests controlled by
alternatives, pest prevalence in the
market and other factors. All relevant
information currently available for
predominant factors have been
considered for tebuconazole on cherries,
resulting in adjustments to the initial
estimates for three crops to account for
lack of confidence in projections based
on less than three observations, old data
and/or data based on expert opinion.

The Agency believes that the three
conditions discussed in Unit II1.C.1.iv.
have been met. With respect to
Condition a, PCT estimates are derived
from Federal and private market survey
data, which are reliable and have a valid
basis. The Agency is reasonably certain
that the percentage of the food treated
is not likely to be an underestimation.
As to Conditions b and c, regional
consumption information and
consumption information for significant
subpopulations is taken into account
through EPA’s computer-based model
for evaluating the exposure of
significant subpopulations including
several regional groups. Use of this
consumption information in EPA’s risk
assessment process ensures that EPA’s
exposure estimate does not understate
exposure for any significant
subpopulation group and allows the
Agency to be reasonably certain that no
regional population is exposed to
residue levels higher than those
estimated by the Agency. Other than the
data available through national food
consumption surveys, EPA does not
have available reliable information on
the regional consumption of food to
which tebuconazole may be applied in
a particular area.

2. Dietary exposure from drinking
water. The Agency used screening level
water exposure models in the dietary
exposure analysis and risk assessment
for tebuconazole in drinking water.
These simulation models take into
account data on the physical, chemical,
and fate/transport characteristics of
tebuconazole. Further information
regarding EPA drinking water models
used in pesticide exposure assessment
can be found at http://www.epa.gov/
oppefed1/models/water/index.htm.
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Based on the Pesticide Root Zone
Model/Exposure Analysis Modeling
System (PRZM/EXAMS) and Screening
Concentration in Ground Water (SCI
GROW) models, the estimated drinking
water concentrations (EDWCs) of
tebuconazole for acute exposures are
estimated to be 47.23 micrograms/Liter
(ug/L) for surface water and 0.447 ug/L
for ground water. The EDWCs for
chronic, noncancer are estimated to be
16.97 ug/L for surface water and 0.447
ug/L for ground water. The EDWCs for
chronic, cancer exposures are estimated
to be 12.14 for surface water and 0.447
ug/L for ground water.

Modeled estimates of drinking water
concentrations were directly entered
into the dietary exposure model. For the
acute dietary risk assessment, the water
concentration value of 47.23 pg/L was
used to assess the contribution to
drinking water. For the chronic dietary
risk assessment (which is protective of
any possible cancer effects), the water
concentration value of 16.97 ug/L was
used to assess the contribution to
drinking water.

3. From non-dietary exposure. The
term “residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets).

Tebuconazole has currently registered
uses that could result in residential
exposures. Short term dermal and
inhalation exposures are possible for
residential adult handlers mixing,
loading, and applying tebuconazole
products outdoors to ornamental plants.
Short- and intermediate-term dermal
postapplication exposures to adults and
children are also possible during golfing
and/or playing on treated wood
structures. Children may also be
exposed via the incidental oral route
when playing on treated wood
structures. Long-term exposure is not
expected. As a result, risk assessments
have been completed for residential
handler scenarios as well as residential
post-application scenarios.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information” concerning the
cumulative effects of a particular
pesticide’s residues and “other
substances that have a common
mechanism of toxicity.”

Tebuconazole is a member of the
triazoles (and more specifically,
triazole-derivative fungicides). Although
triazoles act similarly in plants (fungi)

by inhibiting ergosterol biosynthesis,
there is not necessarily a relationship
between their pesticidal activity and
their mechanism of toxicity in
mammals. Structural similarities do not
constitute a common mechanism of
toxicity. Evidence is needed to establish
that the chemicals operate by the same,
or essentially the same, sequence of
major biochemical events. In triazole-
derivative fungicides, however, a
variable pattern of toxicological
responses is found: Some are
hepatotoxic and hepatocarcinogenic in
mice; some induce thyroid tumors in
rats; and some induce developmental,
reproductive, and neurological effects in
rodents. Furthermore, the triazoles
produce a diverse range of biochemical
events including altered cholesterol
levels, stress responses, and altered
DNA methylation. It is not clearly
understood whether these biochemical
events are directly connected to their
toxicological outcomes. Thus, there is
currently no evidence to indicate that
triazole-derivative fungicides share
common mechanisms of toxicity and
EPA is not following a cumulative risk
approach based on a common
mechanism of toxicity for the triazole-
derivative fungicides. For information
regarding EPA’s procedures for
cumulating effects from substances
found to have a common mechanism of
toxicity, see EPA’s website at http://
www.epa.gov/pesticides/cumulative.

However, the triazole-derivative
fungicides can form the common
metabolites 1,2,4-triazole and
conjugated triazole metabolites. To
support existing tolerances and to
establish new tolerances for triazole-
derivative fungicides, including
tebuconazole, EPA conducted a human
health risk assessment for exposure to
1,2,4-triazole, triazolylalanine, and
triazolylacetic acid resulting from the
use of all current and pending uses of
any triazole-derivative fungicide. The
risk assessment is a highly conservative,
screening-level evaluation in terms of
hazards associated with common
metabolites (e.g., use of a maximum
combination of uncertainty factors) and
potential dietary and non-dietary
exposures (i.e., high end estimates of
both dietary and non-dietary exposures).
In addition, the Agency retained the
additional 10x the Food Quality
Protection Act (FQPA) Safety Factor
(SF) for the protection of infants and
children. The assessment includes
evaluations of risks for various
subgroups, including those comprised
of infants and children. The Agency’s
complete risk assessment is found in the
propiconazole reregistration docket at

http://www.regulations.gov, docket ID
number EPA-HQ-OPP-2005-0497.

In connection with the pending new
uses of tebuconazole (and other triazole-
derivative fungicides), the Agency has
revised the triazole dietary assessment
to include the new uses of tebuconazole
and has determined that aggregate risk
(food, water and residential) remains
below the Agency’s level of concern.
This revised assessment can be found at
http://www.regulations.gov in docket ID
EPA-HQ-OPP-2009-0061.

D. Safety Factor for Infants and
Children

1. In general. Section 408(b)(2)(C) of
FFDCA provides that EPA shall apply
an additional tenfold (10x) margin of
safety for infants and children in the
case of threshold effects to account for
prenatal and postnatal toxicity and the
completeness of the database on toxicity
and exposure unless EPA determines
based on reliable data that a different
margin of safety will be safe for infants
and children. This additional margin of
safety is commonly referred to as FQPA
SF. In applying this provision, EPA
either retains the default value of 10x,
or uses a different additional safety
factor when reliable data available to
EPA support the choice of a different
factor.

2. Prenatal and postnatal sensitivity.
The toxicity database for tebuconazole
is complete, and includes prenatal
developmental toxicity studies in three
species (mouse, rat, and rabbit), a
reproductive toxicity study in rats, acute
and subchronic neurotoxicity studies in
rats, and a developmental neurotoxicity
study in rats. The data from prenatal
developmental toxicity studies in mice
and a developmental neurotoxicity
study in rats indicated an increased
quantitative and qualitative
susceptibility following in utero
exposure to tebuconazole. The NOAELs/
LOAEL:s for developmental toxicity in
these studies were found at dose levels
less than those that induce maternal
toxicity or in the presence of slight
maternal toxicity. There was no
indication of increased quantitative
susceptibility in the rat and rabbit
developmental toxicity studies, the
NOAELs for developmental toxicity
were comparable to or higher than the
NOAELs for maternal toxicity. In all
three species, however, there was
indication of increased qualitative
susceptibility. For most studies,
minimal maternal toxicity was seen at
the LOAEL (consisting of increases in
hematological findings in mice,
increased liver weights in rabbits and
rats, and decreased body weight gain/
food consumption in rats) and did not
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increase substantially in severity at
higher doses; however, there was more
concern for the developmental effects at
each LOAEL which included increases
in runts, increased fetal loss, and
malformations in mice, increased
skeletal variations in rats, and increased
fetal loss and frank malformations in
rabbits. Additionally, more severe
developmental effects (including frank
malformations) were seen at higher
doses in mice, rats and rabbits. In the
developmental neurotoxicity study,
maternal toxicity was seen only at the
high dose (decreased body weights,
body weight gains, and food
consumption, prolonged gestation with
mortality, and increased number of dead
fetuses), while offspring toxicity
(including decreases in body weight,
brain weight, brain measurements and
functional activities) was seen at all
doses.

Available data indicated greater
sensitivity of the developing organism
to exposure to tebuconazole, as
demonstrated by increases in qualitative
sensitivity in prenatal developmental
toxicity studies in rats, mice, and
rabbits, and by increases in both
qualitative and quantitative sensitivity
in the developmental neurotoxicity
study in rats with tebuconazole.
However, the degree of concern is low
because the toxic endpoints in the
prenatal developmental toxicity studies
were well characterized with clear
NOAELs established and the most
sensitive endpoint from the
developmental neurotoxicity study is
used for overall risk assessments.
Therefore, there are no residual
uncertainties for prenatal and/or
postnatal susceptibility.

There is a concern with regard to the
DNT study because of the failure to
achieve a NOAEL in that study. This
concern is addressed by the retention of
FQPA SF in the form of UFy of 3x.
Reduction of the FQPA safety factor
from 10x to 3x is based on a Benchmark
Dose (BMD) analysis of the datasets
relevant to the adverse offspring effects
(decreased body weight, decreases in
absolute brain weights, changes in brain
morphometric parameters, and
decreases in motor activity) seen at the
LOAEL in the DNT study. All of the
BMDLs (the lower limit of a one-sided
95% confidence interval on the BMD)
modeled successfully on statistically
significant effects are 1-2x lower than
the LOAEL. The results indicate that the
extrapolated NOAEL is not likely to be
10x lower than the LOAEL and that the
use of the FQPA SF of 3x would not
underestimate risk. Using a 3x FQPA SF
in the risk assessment (8.8 mg/kg/day +
3x = 2.9 mg/kg/day) is further supported

by the NOAELs established in other
studies in the tebuconazole toxicity
database [i.e., 3 and 2.9 mg/kg/day, from
a developmental toxicity study in mice
and a chronic toxicity study in dogs,
respectively (respective LOAELs 10 and
4.5 mg/kg/day)].

3. Conclusion. The Agency has
determined that reliable data show that
it would be safe for infants and children
to reduce the FQPA SF to 3x for all
potential exposure scenarios. That
decision is based on the following
findings:

i. The toxicity database for
tebuconazole is complete with the
exception of an immunotoxicity study
requirement under the new 40 CFR part
158 guidelines for toxicity data. The
available guideline studies do not
suggest that tebuconazole directly
targets the immune system. A peer-
reviewed developmental neurotoxicity/
immunotoxicity literature study (Moser
et al., 2001) found in high dose groups
(60 mg/kg/day) increased spleen
weights and alterations in splenic
lymphocyte subpopulations. At the
same dose there were no effects seen in
the T-cell dependent antibody response
to SRBC (sheep red blood cells) and
natural killer (NK) cell activity
indicating that tebuconazole did not
alter the functional immune response in
rats. Based on guideline and open
literature, the overall weight of evidence
suggests that tebuconazole does not
directly target the immune system. The
Agency does not believe that conducting
a functional immunotoxicity study will
result in a lower POD than currently
used for overall risk assessment;
therefore, a database uncertainty factor
(UFDB) is not needed to account for the
lack of the study.

ii.Although there is qualitative
evidence of increased susceptibility in
the prenatal developmental studies in
rats, the risk assessment team did not
identify any residual uncertainties after
establishing toxicity endpoints and
traditional UFs to be used in the risk
assessment of tebuconazole. The degree
of concern for residual uncertainties for
prenatal and/or postnatal toxicity is
low.

iii.The FQPA SF is retained as a UFL.
Reduction of the UF, from 10 to 3x is
based on a BMD analyses of the datasets
relevant to the adverse offspring effects
(decreased body weight and brain
weight) seen at the LOAEL in the DNT
study. All of the BMDLs modeled
successfully on statistically significant
effects are 1-2x lower than the LOAEL.
The results indicate that an extrapolated
NOAEL is not likely to be 10x lower
than the LOAEL and that use of an UF_
of 3x would not underestimate risk.

Using an UFy of 3x in risk assessment
(8.8 mg/kg/day + 3x = 2.9 mg/kg/day) is
further supported by other studies in the
tebuconazole toxicity database [with the
lowest NOAELSs being 3 and 2.9 mg/kg/
day, from a developmental toxicity
study in mice and a chronic toxicity
study in dogs, respectively (respective
LOAELs 10 and 4.5 mg/kg/day)].

iv.There are no residual uncertainties
identified in the exposure databases.
Although the acute and chronic food
exposure assessments are refined, EPA
believes that the assessments are based
on reliable data and will not
underestimate exposure/risk. The
drinking water estimates were derived
from conservative screening models.
The residential exposure assessment
utilizes reasonable high-end variables
set out in EPA’s Occupational/
Residential Exposure SOPs (Standard
Operating Procedures). The aggregate
assessment is based upon reasonable
worst-case residential assumptions, and
is also not likely to underestimate
exposure/risk to any subpopulation,
including those comprised of infants
and children.

E. Aggregate Risks and Determination of
Safety

EPA determines whether acute and
chronic pesticide exposures are safe by
comparing aggregate exposure estimates
to the aPAD and cPAD. The aPAD and
cPAD represent the highest safe
exposures, taking into account all
appropriate SFs. EPA calculates the
aPAD and cPAD by dividing the POD by
all applicable UFs. For linear cancer
risks, EPA calculates the probability of
additional cancer cases given the
estimated aggregate exposure. Short-,
intermediate-, and chronic-term risks
are evaluated by comparing the
estimated aggregate food, water, and
residential exposure to the POD to
ensure that the MOE called for by the
product of all applicable UFs is not
exceeded.

1. Acute risk. Using the exposure
assumptions discussed in this unit for
acute exposure, the acute dietary
exposure from food and water to
tebuconazole will occupy 56% of the
aPAD for the population group (children
3-5 years old) receiving the greatest
exposure.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that exposure to tebuconazole from food
and water will utilize 4.9% of the cPAD
for the U.S. population and 7.5% of the
cPAD for the most highly exposed
population group (children 1-2 years
old).
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3. Short-term risk. Short-term
aggregate exposure takes into account
short-term residential exposure plus
chronic exposure to food and water
(considered to be a background
exposure level). Tebuconazole is
currently registered for uses that could
result in short-term residential exposure
and the Agency has determined that it
is appropriate to aggregate chronic
exposure through food and water with
short-term residential exposures to
tebuconazole.

Using the exposure assumptions
described in this unit for short term
exposures, EPA has concluded that the
short-term aggregate MOE from dietary
exposure (food + drinking water) and
non-occupational/residential handler
exposure for adults using a hose-end
sprayer on ornamentals is 390. The
short-term aggregate MOE from dietary
exposure and exposure from golfing is
1,700. The short-term aggregate MOE to
children from dietary exposure and
exposure from wood surfaces treated at
the above ground use rate is 520. The
short-term aggregate MOE to children
from dietary exposure and exposure to
wood surfaces treated at the below
ground use rate is 230. The combined
and aggregate MOEs for wood treated for
below ground uses exceed the Agency’s
LOC, and indicate a potential risk of
concern. However, the combined MOE
for wood treated for above-ground uses
does not exceed the LOC, and therefore
is not of concern. Exposure to above-
ground wood is expected to more
closely represent actual exposures to
children. Frequency of exposures to
above-ground wood should greatly
exceed any exposures to below-ground
wood, and exposures to below ground
wood would be minimal, or negligible.
It is unrealistic to expect a full duration
of exposure to below ground wood.
Therefore, this assessment should be
characterized as a conservative
screening-level assessment.

4. Intermediate-term risk.
Intermediate-term aggregate exposure
takes into account intermediate-term
residential exposure plus chronic
exposure to food and water (considered
to be a background exposure level).
Tebuconazole is currently registered for
uses that could result in intermediate-
term residential exposure and the
Agency has determined that it is
appropriate to aggregate chronic
exposure through food and water with
intermediate-term residential exposures
to tebuconazole. Since the POD,
relevant exposure scenarios and
exposure assumptions used for
intermediate-term aggregate risk
assessments are the same as those used
for short-term aggregate risk

assessments, the short-term aggregate
risk assessments represent and are
protective of both short- and
intermediate-term exposure durations.

5. Aggregate cancer risk for U.S.
population. As discussed in this unit,
the chronic risk assessment is
considered to be protective of any
cancer effects; therefore, because the
chronic risk assessment indicates
exposure is lower than the cPAD,
tebuconazole does not pose a cancer risk
of concern.

6. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to the general
population, or to infants and children
from aggregate exposure to tebuconazole
residues.

IV. Other Considerations
A. Analytical Enforcement Methodology

Adequate gas chromatography/
nitrogen phosphorus detector (GG/NPD)
and liquid chromatography/mass
spectrometry (LC/MS/MS) methods are
available for both collecting and
enforcing tolerances for tebuconazole
and its metabolites in plant
commodities, livestock matrices and
processing studies. The methods have
been adequately validated by an
independent laboratory in conjunction
with a previous petition. The method
may be requested from: Chief,
Analytical Chemistry Branch,
Environmental Science Center, 701
Mapes Rd., Ft. Meade, MD 20755-5350;
telephone number: (410) 305-2905;
email address:
residuemethods@epa.gov.

B. International Residue Limits

Codex and Canada have established
maximum residue limits (MRLs) for
tebuconazole in/on a variety of plant
and livestock commodities. The
tolerance expression for tebuconazole is
harmonized between the United States,
Codex, and Canada. There are currently
no established Codex, Canadian, or
Mexican MRLs for tebuconazole on
fruiting vegetables. However, there are
CODEX MRLs for chili pepper at 5 ppm
and sweet pepper and tomato at 0.5
ppm. The Codex MRLs are based on
European field trials, where the single
application rate is approximately
equivalent to the U.S. single application
rate but the pre-harvest interval (PHI) is
3 days in the European Union as
opposed to a PHI of 0 days in the United
States. Given these different use
practices, international harmonization is
not possible at this time.

C. Revisions to Petitioned-For
Tolerances

Based upon review of the data
supporting the petition, EPA
determined that the proposed tolerances
for vegetable, fruiting, group 8, should
be reduced to 1.3 ppm from 1.4 ppm.
EPA revised these tolerance levels based
on analysis of the residue field trial data
using the Agency’s “Tolerance
Spreadsheet” in accordance with the
Agency’s “Guidance for Setting
Pesticide Tolerances Based on Field
Trial Data Standard Operating
Procedure (SOP).”

V. Conclusion

Therefore, tolerances are established
for residues of the fungicide
tebuconazole, including its metabolites
and degradates, in or on vegetable,
fruiting, group 8 at 1.3 ppm Compliance
with the tolerance levels specified in
Unit IV.C. is to be determined by
measuring only tebuconazole (alpha-[2-
(4-chlorophenyl)ethyl]-alpha-(1,1-
dimethylethyl)-1H-1,2,4-triazole-1-
ethanol), in or on vegetable, fruiting,
group 8.

VI. Statutory and Executive Order
Reviews

This final rule establishes tolerances
under section 408(d) of FFDCA in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this final rule
has been exempted from review under
Executive Order 12866, this final rule is
not subject to Executive Order 13211,
entitled Actions Concerning Regulations
That Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001) or Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This final rule does not contain any
information collections subject to OMB
approval under the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., nor does it require any special
considerations under Executive Order
12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994).

Since tolerances and exemptions that
are established on the basis of a petition
under section 408(d) of FFDCA, such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
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Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply.

This final rule directly regulates
growers, food processors, food handlers,
and food retailers, not States or tribes,
nor does this action alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of section 408(n)(4) of FFDCA. As such,
the Agency has determined that this
action will not have a substantial direct
effect on States or tribal governments,
on the relationship between the national
government and the States or tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined
that Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 9, 2000) do not apply
to this final rule. In addition, this final
rule does not impose any enforceable
duty or contain any unfunded mandate
as described under Title II of the
Unfunded Mandates Reform Act of 1995
(UMRA) (Public Law 104—4).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104—113, section
12(d) (15 U.S.C. 272 note).

VII. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to each House of
the Congress and to the Comptroller
General of the United States. EPA will
submit a report containing this rule and
other required information to the U.S.
Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of this final rule in the
Federal Register. This final rule is not
a “major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: April 20, 2010.
G. Jeffrey Herndon,
Acting Director, Registration Division, Office
of Pesticide Programs.
m Therefore, 40 CFR chapterIis
amended as follows:

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.

m 2. Section 180.474 is amended by
revising the introductory text of
paragraphs (a)(1), (a)(2), and (c) and
alphabetically add the commodity
“vegetable, fruiting, group 8” to the table
in paragraph (a)(1) to read as follows:

§180.474 Tebuconazole; tolerances for
residues.

(a) General. (1) Tolerances are
established for residues of the fungicide
tebuconazole, including its metabolites
and degradates, in or on the
commodities in the following table.
Compliance with the tolerance levels
specified in the following table is to be
determined by measuring only
tebuconazole (alpha-[2-(4-
chlorophenyl)ethyl]-alpha-(1,1-
dimethylethyl)-1H-1,2,4-triazole-1-
ethanol), in or on the commodity.

Commodity Parts per million

* * * * *

Vegetable, fruiting,
group 8 .....cceeuee.

* * * *

1.3

(2) Tolerances are established for
residues of the fungicide tebuconazole,
including its metabolites and
degradates, in or on the commodities in
the following table. Compliance with
the tolerance levels specified in the
following table is to be determined by
measuring only the sum of tebuconazole
(alpha-[2-(4-chlorophenyl)ethyl]-alpha-
(1,1-dimethylethyl)-1H-1,2,4-triazole-1-
ethanol) and its diol metabolite (1-(4-
chlorophenyl)-4,4-dimethyl-3-(1H
-1,2,4-triazole-1-yl-methyl)-pentane-3,5-
diol), calculated as the stoichiometric
equivalent of tebuconzole, in or on the

commodity.
* * * * *

(c) Tolerances with Regional
Registrations. Tolerances are established
for residues of the fungicide
tebuconazole, including its metabolites
and degradates, in or on the
commodities in the following table.
Compliance with the tolerance levels
specified below is to be determined by
measuring only tebuconazole, alpha-[2-
(4-chlorophenyl)ethyl]-alpha-(1,1-

dimethylethyl)-1H-1,2,4-triazole-1-
ethanol, in or on the commodity.

* * * * *

[FR Doc. 2010-10406 Filed 5-4-10; 8:45 am]
BILLING CODE 6560-50-S

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[EPA-HQ-OPP-2009-0139; FRL—8820-4]
Spirodiclofen; Pesticide Tolerances

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes
tolerances for residues of spirodiclofen
per se (3-(2,4-dichlorophenyl)-2-oxo-1-
oxaspiro[4,5]dec-3-en-4-yl 2,2-
dimethylbutanoate) in or on multiple
commodities which are identified and
discussed later in this document. Bayer
CropScience requested these tolerances
under the Federal Food, Drug, and
Cosmetic Act (FFDCA).

DATES: This regulation is effective May
5, 2010. Objections and requests for
hearings must be received on or before
July 6, 2010, and must be filed in
accordance with the instructions
provided in 40 CFR part 178 (see also
Unit I.C. of the SUPPLEMENTARY
INFORMATION.

ADDRESSES: EPA has established a
docket for this action under docket
identification (ID) number EPA-HQ-
OPP-2009-0139. All documents in the
docket are listed in the docket index
available at http://www.regulations.gov.
Although listed in the index, some
information is not publicly available,
e.g., Confidential Business Information
(CBI) or other information whose
disclosure is restricted by statute.
Certain other material, such as
copyrighted material, is not placed on
the Internet and will be publicly
available only in hard copy form.
Publicly available docket materials are
available in the electronic docket at
http://www.regulations.gov, or, if only
available in hard copy, at the OPP
Regulatory Public Docket in Rm. S—
4400, One Potomac Yard (South Bldg.),
2777 S. Crystal Dr., Arlington, VA. The
Docket Facility is open from 8:30 a.m.
to 4 p.m., Monday through Friday,
excluding legal holidays. The Docket
Facility telephone number is (703) 305—
5805.

FOR FURTHER INFORMATION CONTACT: Rita
Kumar, Registration Division (7505P),
Office of Pesticide Programs,
Environmental Protection Agency, 1200
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Pennsylvania Ave., NW., Washington,
DC 20460-0001; telephone number:
(703) 308—8291; e-mail address:
kumar.rita@epa.gov.

SUPPLEMENTARY INFORMATION:
1. General Information
A. Does this Action Apply to Me?

You may be potentially affected by
this action if you are an agricultural
producer, food manufacturer, or
pesticide manufacturer. Potentially
affected entities may include, but are
not limited to those engaged in the
following activities:

e Crop production (NAICS code 111).

¢ Animal production (NAICS code
112).

¢ Food manufacturing (NAICS code
311).

e Pesticide manufacturing (NAICS
code 32532).

This listing is not intended to be
exhaustive, but rather to provide a guide
for readers regarding entities likely to be
affected by this action. Other types of
entities not listed in this unit could also
be affected. The North American
Industrial Classification System
(NAICS) codes have been provided to
assist you and others in determining
whether this action might apply to
certain entities. If you have any
questions regarding the applicability of
this action to a particular entity, consult
the person listed under FOR FURTHER
INFORMATION CONTACT.

B. How Can I Get Electronic Access to
Other Related Information?

You may access a frequently updated
electronic version of EPA’s tolerance
regulations at 40 CFR part 180 through
the Government Printing Office’s e-CFR
cite at http://www.gpoaccess.gov/ecfr.

C. Can I File an Objection or Hearing
Request?

Under section 408(g) of FFDCA, 21
U.S.C. 3464, any person may file an
objection to any aspect of this regulation
and may also request a hearing on those
objections. You must file your objection
or request a hearing on this regulation
in accordance with the instructions
provided in 40 CFR part 178. To ensure
proper receipt by EPA, you must
identify docket ID number EPA-HQ-
OPP-2009-0139 in the subject line on
the first page of your submission. All
objections and requests for a hearing
must be in writing, and must be
received by the Hearing Clerk on or
before July 6, 2010. Addresses for mail
and hand delivery of objections and
hearing requests are provided in 40 CFR
178.25(b).

In addition to filing an objection or
hearing request with the Hearing Clerk
as described in 40 CFR part 178, please
submit a copy of the filing that does not
contain any CBI for inclusion in the
public docket that is described in
ADDRESSES. Information not marked
confidential pursuant to 40 CFR part 2
may be disclosed publicly by EPA
without prior notice. Submit this copy,
identified by docket ID number EPA—
HQ-OPP-2009-0139, by one of the
following methods:

e Federal eRulemaking Portal: http://
www.regulations.gov. Follow the on-line
instructions for submitting comments.

o Mail: Office of Pesticide Programs
(OPP) Regulatory Public Docket (7502P),
Environmental Protection Agency, 1200
Pennsylvania Ave., NW., Washington,
DC 20460-0001.

¢ Delivery: OPP Regulatory Public
Docket (7502P), Environmental
Protection Agency, Rm. S—4400, One
Potomac Yard (South Bldg.), 2777 S.
Crystal Dr., Arlington, VA. Deliveries
are only accepted during the Docket
Facility’s normal hours of operation
(8:30 a.m. to 4 p.m., Monday through
Friday, excluding legal holidays).
Special arrangements should be made
for deliveries of boxed information. The
Docket Facility telephone number is
(703) 305-5805.

I1. Petition for Tolerance

In the Federal Register of June 10,
2009 (74 FR 27538) (FRL-8915-5), EPA
issued a notice pursuant to section
408(d)(3) of FFDCA, 21 U.S.C.
346a(d)(3), announcing the filing of a
pesticide petition (PP 8F7500) by Bayer
CropScience, P.O. Box 12014, 2 T.W.
Alexander Dr., Research Triangle Park,
N.C. 27709. The petition requested that
40 CFR 180.608 be amended by
establishing tolerances for residues of
the insecticide spirodiclofen,(3-(2,4-
dichlorophenyl)-2-oxo-1-
oxaspiro[4,5]dec-3-en-4-yl 2,2-
dimethylbutanoate), in or on avocado,
black sapote, canistel, mamey sapote,
mango, papaya, sapodilla, and star
apple at 1.3 parts per million (ppm).
That notice referenced a summary of the
petition prepared by Bayer CropScience,
the registrant, which is available in the
docket, http://www.regulations.gov.
There were no comments received in
response to the notice of filing.

Based upon review of the data
supporting the petition, EPA has revised
the proposed tolerances to 1.0 ppm; and
changed the tolerance expression to
spirodiclofen per se (3-(2,4-
dichlorophenyl)-2-oxo-1-
oxaspiro[4,5]dec-3-en-4-yl 2,2-
dimethylbutanoate). The reason for

these changes are explained in Unit
IV.D.

III. Aggregate Risk Assessment and
Determination of Safety

Section 408(b)(2)(A)@3) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is “safe.”
Section 408(b)(2)(A)(ii) of FFDCA
defines “safe” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) of FFDCA requires EPA to
give special consideration to exposure
of infants and children to the pesticide
chemical residue in establishing a
tolerance and to “ensure that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to the pesticide
chemical residue.”

Consistent with section 408(b)(2)(D)
of FFDCA, and the factors specified in
section 408(b)(2)(D) of FFDCA, EPA has
reviewed the available scientific data
and other relevant information in
support of this action. EPA has
sufficient data to assess the hazards of
and to make a determination on
aggregate exposure for spirodiclofen
including exposure resulting from the
tolerances established by this action.
EPA’s assessment of exposures and risks
associated with spirodiclofen follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children.

Spirodiclofen has a low acute toxicity
via the oral, dermal, and inhalation
routes. It is not an eye or dermal irritant.
However, it is a potential skin
sensitizer. Following oral
administration, spirodiclofen is rapidly
absorbed, metabolized, and excreted via
urine and feces. A rat whole body
autoradiography study showed no
accumulation in any specific organs or
tissues following oral administration.
Evidence of developmental toxicity was
not observed in the rabbit
developmental toxicity study. The rat
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developmental toxicity study resulted in
an increased incidence of slight
dilatation of the renal pelvis 1,000
milligrams/kilograms/day (mg/kg/day);
highest dose tested (HDT) at a dose
which did not cause maternal toxicity.
In the 2-generation reproductive toxicity
study, developmental effects were
observed in F1 males (i.e., delayed
sexual maturation, decreased testicular
spermatid and epididymal sperm counts
(oligospermia); and atrophy of the
testes, epididymides, prostate, and
seminal vesicles) and F1 females (i.e.,
increased severity of ovarian luteal cell
vacuolation/degeneration) but at a
higher dose (1,750 ppm) than the
systemic effects seen for parents and
offspring (350 ppm). Spirodiclofen did
not show any evidence of neurotoxicity
in the acute and subchronic
neurotoxicity studies. In a
developmental neurotoxicity study
(DNT), a decrease in retention was
observed in the memory phase of the
water maze for postnatal day (PND) 60
females at all doses. In this DNT study,
the morphometric measurements were
not performed at the low- and mid-
doses; therefore, the registrant
conducted a new study using identical
experimental conditions as the previous
study. The results of the new study
demonstrated no treatment related
maternal or offspring toxicity at the
HDT. Therefore, it can be concluded
that spirodiclofen is unlikely to be a
neurotoxic or developmentally
neurotoxic compound.

Spirodiclofen has been shown to have
adverse effects on several organs of the
endocrine system at relatively low
doses. Testicular effects were observed
in dogs, rats, and mice, manifested as
Leydig cell vacuolation in dogs,
hypertrophy in dogs and mice, and
hyperplasia progressing to adenomas in
rats, following chronic exposure. In
female rats, increased incidence of
uterine nodules and uterine
adenocarcinoma were observed at
terminal sacrifice in the chronic toxicity
study. Cytoplasmic vacuolation in the
adrenal cortex, accompanied by
increased adrenal weight, was
consistently observed in rats, dogs, and
mice of both sexes.

Chronic toxicity and carcinogenicity
studies showed increased incidence of
uterine adenocarcinoma in female rats,
Leydig cell adenoma in male rats, and
liver tumors in mice. EPA classified
spirodiclofen as “likely to be
carcinogenic to humans” by the oral
route based on evidence of testes Leydig
cell adenomas in male rats, uterine
adenomas and/or adenocarcinoma in
female rats, and liver tumors in mice.
Mutagenicity studies conducted with

the technical spirodiclofen formulation
and its major metabolites did not
demonstrate any mutagenic potential.
EPA has determined that quantification
of human cancer risk using a linear low-
dose extrapolation approach is
appropriate.

Specific information on the studies
received and the nature of the adverse
effects caused by spirodiclofen as well
as the no-observed-adverse-effect-level
(NOAEL) and the lowest-observed-
adverse-effect-level (LOAEL) from the
toxicity studies can be found at http://
www.regulations.gov in document
“Human Health Risk Assessment
Associated with the Section 3
Registration Application for Avocado,
Black Sapote, Canistel, Mamey Sapote,
Mango, Papaya, Sapodilla, and Star
Apple,” p.10 in docket ID number EPA-
HQ-OPP-2009-0139.

B. Toxicological Points of Departure/
Levels of Concern

Once a pesticide’s toxicological
profile is determined, EPA identifies
toxicological points of departure (POD)
and levels of concern to use in
evaluating the risk posed by human
exposure to the pesticide. For hazards
that have a threshold below which there
is no appreciable risk, the toxicological
POD is used as the basis for derivation
of reference values for risk assessment.
PODs are developed based on a careful
analysis of the doses in each
toxicological study to determine the
dose at which no adverse effects are
observed (the NOAEL) and the lowest
dose at which adverse effects of concern
are identified (the LOAEL). Uncertainty/
safety factors are used in conjunction
with the POD to calculate a safe
exposure level — generally referred to as
a population-adjusted dose (PAD) or a
reference dose (RfD) — and a safe margin
of exposure (MOE). For non-threshold
risks, the Agency assumes that any
amount of exposure will lead to some
degree of risk. Thus, the Agency
estimates risk in terms of the probability
of an occurrence of the adverse effect
expected in a lifetime. For more
information on the general principles
EPA uses in risk characterization and a
complete description of the risk
assessment process, see http://
www.epa.gov/pesticides/factsheets/
riskassess.htm.

A summary of the toxicological
endpoints for spirodiclofen used for
human risk assessment can be found at
http://www.regulations.gov in document
“Human Health Risk Assessment
Associated with the Section 3
Registration Application for Avocado,
Black Sapote, Canistel, Mamey Sapote,
Mango, Papaya, Sapodilla, and Star

Apple,” p. 12 in docket ID number EPA—
HQ-0OPP-2009-0139.

C. Exposure Assessment

1. Dietary exposure from food and
feed uses. In evaluating dietary
exposure to spirodiclofen, EPA
considered exposure under the
petitioned-for tolerances as well as all
existing spirodiclofen tolerances in 40
CFR 180.608. EPA assessed dietary
exposures from spirodiclofen in food as
follows:

i. Acute exposure. Quantitative acute
dietary exposure and risk assessments
are performed for a food-use pesticide,
if a toxicological study has indicated the
possibility of an effect of concern
occurring as a result of a 1-day or single
exposure.

No such effects were identified in the
toxicological studies for spirodiclofen;
therefore, a quantitative acute dietary
exposure assessment is unnecessary.

1i. Chronic exposure. In conducting
the chronic dietary exposure assessment
EPA used the food consumption data
from the USDA 1994-1996 and 1998
Continuing Survey of Food Intake
(CSFTI). As to residue levels in food,
EPA assumed the following:

a. Average field trial residues;

b. Experimentally determined
processing factors for apple and grape
processed commodities and for citrus
oil, peeled citrus, and citrus peel (DEEM
(ver 7.81) defaults assumed for the
remaining processed commodities); and

¢. Maximum reasonably balanced
livestock diets.

iii. Cancer. EPA determines whether
quantitative cancer exposure and risk
assessments are appropriate for a food-
use pesticide based on the weight of the
evidence from cancer studies and other
relevant data. Cancer risk is quantified
using a linear or non-linear approach. If
sufficient information on the
carcinogenic mode of action is available,
a threshold or non-linear approach is
used and a cancer RfD is calculated
based on an earlier non-cancer key
event. If carcinogenic mode of action
data are not available, or if the mode of
action data determines a mutagenic
mode of action, a default linear cancer
slope factor approach is utilized. Based
on the data summarized in Unit IILA.,
EPA has classified spirodiclofen as
“Likely to be Carcinogenic to Humans”
and used a linear approach to quantify
cancer risk. Exposure for evaluating
cancer risk was assessed using the same
estimates as discussed in Unit III.C.1.ii.

iv. Anticipated residue and percent
crop treated (PCT) information. Section
408(b)(2)(E) of FFDCA authorizes EPA
to use available data and information on
the anticipated residue levels of
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pesticide residues in food and the actual
levels of pesticide residues that have
been measured in food. If EPA relies on
such information, EPA must require
pursuant to FFDCA section 408(f)(1)
that data be provided 5 years after the
tolerance is established, modified, or
left in effect, demonstrating that the
levels in food are not above the levels
anticipated. For the present action, EPA
will issue such data call-ins as are
required by FFDCA section 408(b)(2)(E)
and authorized under FFDCA section
408(f)(1). Data will be required to be
submitted no later than 5 years from the
date of issuance of these tolerances.
Average field trial residues were
assumed for chronic and cancer
analysis.

Section 408(b)(2)(F) of FFDCA states
that the Agency may use data on the
actual percent of food treated for
assessing chronic dietary risk only if:

¢ Condition A: The data used are
reliable and provide a valid basis to
show what percentage of the food
derived from such crop is likely to
contain the pesticide residue.

¢ Condition B: The exposure estimate
does not underestimate exposure for any
significant subpopulation group.

¢ Condition C: Data are available on
pesticide use and food consumption in
a particular area, the exposure estimate
does not understate exposure for the
population in such area.

In addition, the Agency must provide
for periodic evaluation of any estimates
used. To provide for the periodic
evaluation of the estimate of PCT as
required by FFDCA section 408(b)(2)(F),
EPA may require registrants to submit
data on PCT.

The Agency estimated the PCT for
existing uses as follows: Hop (92%),
pome fruit (15%), stone fruit (10%),
grape (7%), and citrus (14%).

In most cases, EPA uses available data
from United States Department of
Agriculture/National Agricultural
Statistics Service (USDA/NASS),
proprietary market surveys, and the
National Pesticide Use Database for the
chemical/crop combination for the most
recent 6—7 years. EPA uses an average
PCT for chronic dietary risk analysis.
The average PCT figure for each existing
use is derived by combining available
public and private market survey data
for that use, averaging across all
observations, and rounding to the
nearest 5%, except for those situations
in which the average PCT is less than
one. In those cases, 1% is used as the
average PCT and 2.5% is used as the
maximum PCT. EPA uses a maximum
PCT for acute dietary risk analysis. The
maximum PCT figure is the highest
observed maximum value reported

within the recent 6 years of available
public and private market survey data
for the existing use and rounded up to
the nearest multiple of 5%.

The Agency believes that the three
conditions discussed in Unit III.C.1.iv.
have been met. With respect to
Condition A, PCT estimates are derived
from Federal and private market survey
data, which are reliable and have a valid
basis. The Agency is reasonably certain
that the percentage of the food treated
is not likely to be an underestimation.
As to Conditions B and C, regional
consumption information and
consumption information for significant
subpopulations is taken into account
through EPA’s computer-based model
for evaluating the exposure of
significant subpopulations including
several regional groups. Use of this
consumption information in EPA’s risk
assessment process ensures that EPA’s
exposure estimate does not understate
exposure for any significant
subpopulation group and allows the
Agency to be reasonably certain that no
regional population is exposed to
residue levels higher than those
estimated by the Agency. Other than the
data available through national food
consumption surveys, EPA does not
have available reliable information on
the regional consumption of food to
which spirodiclofen may be applied in
a particular area.

2. Dietary exposure from drinking
water. The Agency used screening level
water exposure models in the dietary
exposure analysis and risk assessment
for spirodiclofen in drinking water.
These simulation models take into
account data on the physical, chemical,
and fate/transport characteristics of
spirodiclofen. Further information
regarding EPA drinking water models
used in pesticide exposure assessment
can be found at http://www.epa.gov/
oppefed1/models/water/index.htm.

Based on the PRZM/EXAMS and
Screening Concentration in Ground
Water (SCI-GROW) models, the
estimated drinking water concentrations
(EDWGCs) of spirodiclofen for chronic
exposures for non-cancer assessments
are estimated to be 4.99 ppb for surface
water and 0.44 ppb for ground water.
The EDWCs of spirodiclofen for chronic
exposures for cancer assessments are
estimated to be 1.67 ppb for surface
water and 0.44 ppb for ground water.

Modeled estimates of drinking water
concentrations were directly entered
into the dietary exposure model.

For chronic dietary risk assessment,
the water concentration of value 4.99
ppb was used to assess the contribution
to drinking water.

For cancer dietary risk assessment,
the water concentration of value 1.67
ppb was used to assess the contribution
to drinking water.

3. From non-dietary exposure. The
term “residential exposure” is used in
this document to refer to non-
occupational, non-dietary exposure
(e.g., for lawn and garden pest control,
indoor pest control, termiticides, and
flea and tick control on pets).

Spirodiclofen is not registered for any
specific use patterns that would result
in residential exposure.

4. Cumulative effects from substances
with a common mechanism of toxicity.
Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information” concerning the
cumulative effects of a particular
pesticide’s residues and “other
substances that have a common
mechanism of toxicity.”

EPA has not found spirodiclofen to
share a common mechanism of toxicity
with any other substances, and
spirodiclofen does not appear to
produce a toxic metabolite produced by
other substances. For the purposes of
this tolerance action, therefore, EPA has
assumed that spirodiclofen does not
have a common mechanism of toxicity
with other substances. For information
regarding EPA’s efforts to determine
which chemicals have a common
mechanism of toxicity and to evaluate
the cumulative effects of such
chemicals, see EPA’s website at http://
www.epa.gov/pesticides/cumulative.

D. Safety Factor for Infants and
Children

1. In general. Section 408(b)(2)(C) of
FFDCA provides that EPA shall apply
an additional tenfold (10X) margin of
safety for infants and children in the
case of threshold effects to account for
prenatal and postnatal toxicity and the
completeness of the database on toxicity
and exposure unless EPA determines
based on reliable data that a different
margin of safety will be safe for infants
and children. This additional margin of
safety is commonly referred to as the
FQPA Safety Factor (SF). In applying
this provision, EPA either retains the
default value of 10X, or uses a different
additional safety factor when reliable
data available to EPA support the choice
of a different factor.

2. Prenatal and postnatal sensitivity.
The spirodiclofen toxicity database is
adequate to evaluate the potential
increased susceptibility of infants and
children. In 2004, the Agency
determined that there is no evidence
(qualitative or quantitative) of increased
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susceptibility in the rabbit
developmental toxicity study or in the
rat reproduction toxicity study
following in utero and/or pre-/post-natal
exposure of spirodiclofen. However,
evidence for quantitative susceptibility
was observed in a rat developmental
toxicity study where an increased
incidence of slight dilatation of the
renal pelvis was observed at a dose
(1,000 mg/kg/day; the limit dose) which
did not cause any maternal toxicity.
Two rat developmental neurotoxicity
(DNT) studies were submitted to EPA
following the assessment in 2004. The
first study demonstrated increased
susceptibility in the offspring based on
the observed decreased retention in the
memory phase of the water maze for
postnatal day 60 females at all doses
(LOAEL 6.5 mg/kg/day) and changes in
brain morphometric parameters at the
HDT (135.9 mg/kg/day; caudate
putamen, parietal cortex, hippocampal
gyrus, and dentate gyrus); there was no
maternal toxicity at doses up to and
including 135.9 mg/kg/day HDT. EPA
requested information concerning the
brain morphometric parameters in the
low and mid doses with the petitioner
indicating that the brain tissues were
not appropriately preserved and
analysis was therefore not possible. As
aresult, a second rat DNT study was
submitted which also indicated
increased susceptibility in offspring
based on decreased pre-weaning body
weight and body weight gain in males
and females and decreased post-
weaning body weights in males (LOAEL
=119.2 mg/kg/day; NOAEL = 28.6 mg/
kg/day). Neurotoxicity was not observed
in offspring in the second DNT study,
and there was no maternal toxicity
observed at doses up to and including
119.2 mg/kg/day.

EPA determined that the degree of
concern is low for the quantitative
susceptibility seen in the developmental
toxicity study in rats. The increased
incidence of slight renal pelvic dilation
was observed at the limit-dose only
without statistical significance and dose
response. Renal pelvic dilation was
considered to be a developmental delay
and not a severe effect for
developmental toxicity. The low
background incidences in this study
may be idiosyncratic to the strain of rats
tested (Wistar), since renal pelvis
dilations are commonly seen at higher
incidences in other strains (Sprague-
Dawley or Fisher) of rats. In addition,
doses selected for risk assessment of
spirodiclofen are much lower than the
dose that caused these developmental
delays. The two DNT studies suggest
increased susceptibility of offspring due

to exposure to spirodiclofen. However,
there is no concern for the increased
susceptibility seen in the first DNT
study because the results were not
reproduced in the second DNT study
conducted using the identical doses and
experimental conditions. The concern
for increased susceptibility in the
second DNT study is low because there
is a well established NOAEL, marginal
toxicity (slight changes in body
weights), and all developmental/
functional parameters were comparable
to controls. In addition, doses selected
for risk assessment of spirodiclofen are
much lower than the dose that caused
these marginal changes in the body
weights of offspring in the second DNT
study. There was no evidence of
increased susceptibility in the
developmental toxicity study in rabbits
or the 2-generation reproduction study
in rats.

3. Conclusion. EPA has determined
that reliable data show the safety of
infants and children would be
adequately protected if the FQPA SF
were reduced to 1X. That decision is
based on the following findings:

i. The toxicity database for
spirodiclofen is complete except for an
immunotoxicity study which is required
as a part of new data requirements in
the 40 CFR part 158. However, the
Agency does not believe that conducting
a functional immunotoxicity study will
result in a lower POD than that
currently used for overall risk
assessment. The toxicology database for
spirodiclofen does not show any
evidence of treatment-related effects on
the immune system. The overall weight
of evidence suggests that this chemical
does not target the immune system.
Therefore, a database uncertainty factor
(UFDB) is not needed to account for the
lack of this study.

ii. Based on the results of acute,
subchronic and developmental
neurotoxicity studies in rats (see Units
III.A. and III.D.2.), EPA has concluded
that there is no indication that
spirodiclofen is a neurotoxic chemical.

iii. There is no evidence (qualitative
or quantitative) of increased
susceptibility in the rabbit
developmental toxicity study or in the
rat reproduction toxicity study
following in utero and/or pre-/post-natal
exposure of spirodiclofen. However,
evidence for quantitative susceptibility
was observed in a rat developmental
toxicity study and the second DNT
study. See Unit II1.D.2. for a detailed
discussion of why EPA determined that
the degree of concern is low for the
quantitative susceptibility seen in this
studies.

iv. There are no residual uncertainties
identified in the exposure databases.
The dietary food exposure assessments
were performed using reliable PCT
information and anticipated residue
values calculated from residue field trial
results. EPA made conservative
(protective) assumptions in the ground
and surface water modeling used to
assess exposure to spirodiclofen in
drinking water. Residential exposures
are not expected. These assessments
will not underestimate the exposure and
risks posed by spirodiclofen.

E. Aggregate Risks and Determination of
Safety

EPA determines whether acute and
chronic dietary pesticide exposures are
safe by comparing aggregate exposure
estimates to the acute PAD (aPAD) and
chronic PAD (cPAD). For linear cancer
risks, EPA calculates the lifetime
probability of acquiring cancer given the
estimated aggregate exposure. Short-,
intermediate-, and chronic-term risks
are evaluated by comparing the
estimated aggregate food, water, and
residential exposure to the appropriate
PODs to ensure that an adequate MOE
exists.

1. Acute risk. An acute aggregate risk
assessment takes into account acute
exposure estimates from dietary
consumption of food and drinking
water. No adverse effect resulting from
a single oral exposure was identified
and no acute dietary endpoint was
selected. Therefore, spirodiclofen is not
expected to pose an acute risk.

2. Chronic risk. Using the exposure
assumptions described in this unit for
chronic exposure, EPA has concluded
that chronic exposure to spirodiclofen
from food and water will utilize 3.3% of
the cPAD for all infants < 1 year old the
population group receiving the greatest
exposure. There are no residential uses
for spirodiclofen.

3. Short-term and intermediate-term
risk. Short-term and intermediate-term
aggregate exposure take into account
short-term and intermediate-term
residential exposure plus chronic
exposure to food and water (considered
to be a background exposure level).

Spirodiclofen is not registered for any
uses that would result in residential
exposure. Therefore the short-term/
intermediate-term aggregate risk is the
sum of the risk from exposure to
spirodiclofen through food and water
and will not be greater than the chronic
aggregate risk.

4. Aggregate cancer risk for U.S.
population. Using the exposure
assumptions described in Unit III.C.1.iii.
for cancer, EPA has concluded that
exposure to spirodiclofen to cancer from
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food and water will result in a life-time
cancer risk of 3 x 10-6. EPA generally
considers cancer risks in the range of
10-¢ or less to be negligible. The
precision which can be assumed for
cancer risk estimates is best described
by rounding to the nearest integral order
of magnitude on the log scale; for
example, risks falling between 3 x 10-7
and 3 x 10-¢ are expressed as risks in the
range of 10-°. Considering the precision
with which cancer hazard can be
estimated, the conservativeness of low-
dose linear extrapolation, and the
rounding procedure described above in
this Unit, cancer risk should generally
not be assumed to exceed the
benchmark level of concern of the range
of 10-¢ until the calculated risk exceeds
approximately 3 x 10-6. This is
particularly the case where some
conservatism is maintained in the
exposure assessment. For the reasons
explained below in this Unit, EPA
concludes that there are significant
conservatisms in the spirodiclofen
exposure assessment. First, residue
values are based on average field trial
levels and not monitoring data.
Monitoring data tends to be significantly
lower than field trial data and the
spirodiclofen monitoring data confirms
this (all less than the limit of detection
(LOD); LOD = 0.001-0.05 ppm; 2.5-23x
lower than the residue used in the
cancer assessment). Second, based on a
critical commodity analysis conducted
in DEEM-FCID, the major contributors
to the cancer risk were hops (40% of the
total exposure), water (19% of the total
exposure), and orange juice (16% of the
total exposure) and conservative residue
estimates were used for these three
commodities as follows:

i. Hops. Dietary exposure from hops is
the result of beer consumption. DEEM-
FCID assumes that 100% of the residue
in hops are transferred to beer during
the brewing process (no residue remain
in/on the spent hops). Since
spirodiclofen has low water solubility,
this is a conservative assumption;

ii. Drinking water. The water residue
estimate assumed 87% of the basin is
cropped with 100% of the crops treated.
Spirodiclofen is proposed/registered for
application to orchard crops (pome
fruit, citrus fruit, stone fruit, tree nuts,
grape, and tropical fruits) which are
unlikely to occupy 87% of a water
basin. In addition, it is unlikely that
spirodiclofen will capture the entire
market within a water basin.

iii. Orange juice. Pending the
submission of a new orange processing
study, default grapefruit (2.1x), lemon
(2.0x), lime (2.0x), orange (1.8x), and
tangerine (2.3x) juice processing factors
were assumed. In all likelihood this

exaggerates exposure estimates given
that grape and apple processing studies
with spirodiclofen resulted in a
reduction in residues in juice.

5. Determination of safety. Based on
these risk assessments, EPA concludes
that there is a reasonable certainty that
no harm will result to the general
population, or to infants and children
from aggregate exposure to spirodiclofen
residues.

IV. Other Considerations
A. Analytical Enforcement Methodology

Adequate enforcement methodology
(a liquid chromatography (LC)/mass
spectrometry (MS)/(MS) method) is
available to enforce the tolerance
expression.

The method may be requested from:
Chief, Analytical Chemistry Branch,
Environmental Science Center, 701
Mapes Rd., Ft. Meade, MD 20755-5350;
telephone number: (410) 305-2905; e-
mail address: residuemethods@epa.gov.

B. International Residue Limits

There are no Codex, Canadian, or
Mexican maximum residue limits
(MRLs) in/on these crops.

C. Response to Comments

There were no comments received in
response to the notice of filing of the
pesticide petition 8F7500.

D. Revisions to Petitioned-For
Tolerances

EPA has revised the proposed
tolerance levels and tolerance
expression of spirodiclofen in/on the
following commodities: Avocado from
1.3 ppm to 1.0 ppm; black sapote from
1.3 ppm to 1.0 ppm; canistel from 1.3
ppm to 1.0 ppm; mamey sapote from 1.3
ppm to 1.0 ppm; mango from 1.3 ppm
to 1.0 ppm; papaya from 1.3 ppm to 1.0
ppm; sapodilla from 1.3 ppm to 1.0
ppm; and star apple from 1.3 ppm to 1.0
ppm. Based on review of the residue
chemistry data submitted in support of
this petition, EPA concluded that 1.0
ppm tolerance for residues of
spirodiclofen per se in/on these crops is
appropriate.

V. Conclusion

Therefore, tolerances are established
for residues of spirodiclofen per se, (3-
(2,4-dichlorophenyl)-2-oxo-1-
oxaspiro[4,5]dec-3-en-4-yl 2,2-
dimethylbutanoate), in or on avocado,
black sapote, canistel, mamey sapote,
mango, papaya, sapodilla, and star
apple at 1.0 ppm.

VI. Statutory and Executive Order
Reviews

This final rule establishes tolerances
under section 408(d) of FFDCA in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). Because this final rule
has been exempted from review under
Executive Order 12866, this final rule is
not subject to Executive Order 13211,
entitled Actions Concerning Regulations
That Significantly Affect Energy Supply,
Distribution, or Use (66 FR 28355, May
22, 2001) or Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).
This final rule does not contain any
information collections subject to OMB
approval under the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., nor does it require any special
considerations under Executive Order
12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994).

Since tolerances and exemptions that
are established on the basis of a petition
under section 408(d) of FFDCA, such as
the tolerance in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply.

This final rule directly regulates
growers, food processors, food handlers,
and food retailers, not States or tribes,
nor does this action alter the
relationships or distribution of power
and responsibilities established by
Congress in the preemption provisions
of section 408(n)(4) of FFDCA. As such,
the Agency has determined that this
action will not have a substantial direct
effect on States or tribal governments,
on the relationship between the national
government and the States or tribal
governments, or on the distribution of
power and responsibilities among the
various levels of government or between
the Federal Government and Indian
tribes. Thus, the Agency has determined
that Executive Order 13132, entitled
Federalism (64 FR 43255, August 10,
1999) and Executive Order 13175,
entitled Consultation and Coordination
with Indian Tribal Governments (65 FR
67249, November 9, 2000) do not apply
to this final rule. In addition, this final
rule does not impose any enforceable
duty or contain any unfunded mandate
as described under Title II of the
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Unfunded Mandates Reform Act of 1995
(UMRA) (Public Law 104—4).

This action does not involve any
technical standards that would require
Agency consideration of voluntary
consensus standards pursuant to section
12(d) of the National Technology
Transfer and Advancement Act of 1995
(NTTAA), Public Law 104-113, section
12(d) (15 U.S.C. 272 note).

VII. Congressional Review Act

The Congressional Review Act, 5
U.S.C. 801 et seq., generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report to each House of
the Congress and to the Comptroller
General of the United States. EPA will
submit a report containing this rule and
other required information to the U.S.
Senate, the U.S. House of
Representatives, and the Comptroller
General of the United States prior to
publication of this final rule in the
Federal Register. This final rule is not
a “major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: April 20, 2010.
G. Jeffrey Herndon,
Acting Director, Registration Division, Office
of Pesticide Programs.
m Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

m 1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 321(q), 346a and 371.
m 2.In § 180.608, alphabetically add the
following commodities to the table in
paragraph (a)(1) to read as follows:

§ 180.608 Spirodiclofen; tolerances for
residues.

(a) General. (1) * * *

Commodity Parts per million
Avocado .......cccceeeen. 1.0
Black sapote .. 1.0
Canistel .......ccccoeeeenee. 1.0
Mamey sapote .......... 1.0
Mango .....ccccoceeiiieeene 1.0
Papaya ........cccoceenen. 1.0
Sapodilla .......cc.c........ 1.0
Star apple ........cccceeee 1.0

* * * * *

[FR Doc. 2010-10129 Filed 5-4-10; 8:45 am]
BILLING CODE 6560-50-S

GENERAL SERVICES
ADMINISTRATION

41 CFR Parts 300-3, 301-10, 301-51,
301-52, 301-70, 301-75, Appendix C to
Chapter 301, 302-6, and 302-9

[FTR Amendment 2010-02; FTR Case 2010-
302; Docket Number 2010-0010, sequence
1]

RIN 3090-AJ02

Federal Travel Regulation (FTR);
Transportation in Conjunction With
Official Travel and Relocation

AGENCY: Office of Governmentwide
Policy, General Services Administration
(GSA).

ACTION: Final rule.

SUMMARY: This final rule amends the
Federal Travel Regulation (FTR), by
adding new terms and definitions for
“Official travel” and “Transit system”;
clarifies reimbursement for
transportation at an official station
while en route to and/or from an
authorized temporary duty (TDY)
location; clarifies reimbursement for
transportation expenses within the
surrounding area of a TDY location and
provisions for payment under the FTR;
and clarifies when the Government
contractor-issued travel charge card
must be used while on official travel.
Clarification of this rule is addressed in
the supplementary information below.
DATES: Effective date: This final rule is
effective June 4, 2010. Applicability
date: This final rule is applicable to
travel performed on and after June 4,
2010.

FOR FURTHER INFORMATION CONTACT: The
Regulatory Secretariat (MVCB), Room
4041, GS Building, Washington, DC
20405, (202) 501-4755, for information
pertaining to status or publication
schedules. For clarification of content,
contact Rick Miller, Office of
Governmentwide Policy, at (202) 501—
3822 or e-mail at rodney.miller@gsa.gov.
Please cite FTR Amendment 2010-02,
FTR case 2010-302.

SUPPLEMENTARY INFORMATION:

A. Background

Title 5, United States Code §5707 (5
U.S.C. 5707), authorizes the
Administrator of General Services to
prescribe necessary regulations to
implement laws regarding Federal
employees who are traveling while in

the performance of official business
away from their official stations.
Similarly, 5 U.S.C. 5738 mandates that
the Administrator of General Services
prescribe regulations relating to official
relocation. The overall implementing
authority is the Federal Travel
Regulation (FTR), codified in Title 41
Code of Federal Regulations, Chapters
300-304 (41 CFR chapters 300—304).
Expenses incurred at an employee’s
official station not in conjunction with
TDY and/or relocation do not fall under
the authority of the FTR. Therefore, this
final rule adds terms and definitions for
“Official travel” and “Transit system”
and also removes references to “local
travel,” “local transit system,” “local
transportation,” “local transportation
system,” “local telephone calls,” and
“local metropolitan transportation
fares,” for reimbursement that is not in
conjunction with TDY and/or
relocation. Federal employees should
adhere to their agency’s policies for
reimbursement of expenses incurred for
transportation within the vicinity of
their official stations when expenses do
not pertain to TDY or relocation. This
final rule clarifies that the Government
contractor-issued travel charge card will
only be used for the purposes of official
travel-related expenses and not for
personal use while on an official travel
authorization.

B. Executive Order 12866

This is not a significant regulatory
action and, therefore, was not subject to
review under Section 6(b) of Executive
Order 12866, Regulatory Planning and
Review, dated September 30, 1993. This
final rule is not a major rule under 5
U.S.C. 804.

C. Regulatory Flexibility Act

This final rule will not have a
significant economic impact on a
substantial number of small entities
within the meaning of the Regulatory
Flexibility Act, 5 U.S.C. 601, et seq.,
because the revisions are not considered
substantive. This final rule is also
exempt from the Regulatory Flexibility
Act per 5 U.S.C. 553(a)(2) because it
applies to agency management.

D. Paperwork Reduction Act

The Paperwork Reduction Act does
not apply because the changes to the
FTR do not impose recordkeeping or
information collection requirements, or
the collection of information from
offerors, contractors, or members of the
public that require the approval of the
Office of Management and Budget under
44 U.S.C. 3501, et seq.
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E. Small Business Regulatory
Enforcement Fairness Act

This final rule is also exempt from
congressional review prescribed under 5
U.S.C. 801 since it relates solely to
agency management and personnel.

List of Subjects in 41 CFR Parts 300-3,
301-10, 301-51, 301-52, 301-70, 301-
75, 302-6, and 302-9, and Appendix C
to Chapter 301

Government employees, Travel and
transportation expenses.

Dated: March 25, 2010.
Martha Johnson,
Administrator of General Services.

m For the reasons set forth in the
preamble, under 5 U.S.C. 5701-5709
and 5721-5738, 41 CFR subtitle F is
amended as follows:

CHAPTER 300—GENERAL
PART 300-3—GLOSSARY OF TERMS

m 1. The authority citation for 41 CFR
part 300-3 is revised to read as follows:

Authority: 5 U.S.C. 5707; 40 U.S.C. 121(c);
49 U.S.C. 40118; 5 U.S.C. 5738; 5 U.S.C.
5741-5742; 20 U.S.C. 905(a); 31 U.S.C. 1353;
E.O. 11609, as amended; 3 CFR, 1971-1975
Comp., p. 586, OMB Circular No. A-126,
revised May 22, 1992.

m 2. Amend § 300-3.1 by adding in
alphabetical order, the definitions
“Official travel” and “Transit system” to
read as follows:

§300-3.1
mean?
* * * * *

What do the following terms

Official travel—Travel under an
official travel authorization from an
employee’s official station or other
authorized point of departure to a
temporary duty location and return from
a temporary duty location, between two
temporary duty locations, or relocation
at the direction of a Federal agency.

* * * * *

Transit system—A form of
transportation (e.g., air, rail, bus, ship,
etc.) used between authorized locations

in the performance of official travel.
* * * * *

CHAPTER 301—TEMPORARY DUTY (TDY)
TRAVEL ALLOWANCES

PART 301-10—TRANSPORTATION
EXPENSES

m 3. The authority citation for 41 CFR
part 301-10 is revised to read as
follows:

Authority: 5 U.S.C. 5707, 40 U.S.C. 121(c);

49 U.S.C. 40118; OMB Circular No. A-126,
revised May 22, 1992.

m 4. Revise § 301-10.1 to read as
follows:

§301-10.1 Am I eligible for payment of
transportation expenses?

Yes, you are eligible for payment of
transportation expenses when
performing official travel, including
authorized transportation expenses
incurred within the TDY location.

§301-10.3 [Amended]

m 5. Amend § 301-10.3 by removing
from paragraph (a) the word “local” and
adding the word “other” in its place.

§301-10.100 [Amended]

m 6. Amend § 301-10.100 by removing
the word “local” and adding the word
“other” in its place.

m 7. Revise the undesignated center
heading that appears immediately
before § 301-10.190 to read as follows:

Transit Systems

m 8. Revise § 301-10.190 to read as
follows:

§301-10.190 When may | use a transit
system as a means of transportation in
conjunction with official travel?

You may use a transit system as a
means of transportation in conjunction
with official travel when such
transportation is authorized and
approved by your agency in the
following manner:

(a) At your official station. (1) From
your residence or other authorized point
of departure, e.g., rail to airport;

(2) To your residence or other
authorized point of return, e.g., airport
to rail;

(3) From your residence to your office
on the day you depart the official station
on official TDY that requires at least one
night’s lodging; or

(4) From your office to your residence
on the day you return to the official
station from an official TDY assignment
that required at least one night’s
lodging.

(b) At your TDY location. (1) From the
TDY transit system station(s) to your
place of lodging or place of official
business and return;

(2) To, from, and between your places
of lodging and official business;

(3) Between places of official
business; or

(4) To obtain meals at the nearest
available place when the nature and
location of the official business or the
lodging at a TDY location are such that
meals cannot be obtained there. You
must attach a statement or include
electronic remarks with your travel
voucher explaining why such
transportation was necessary.

m 9. Revise §301-10.420 to read as
follows:

§301-10.420 When may | use a taxi,
shuttle service or other courtesy
transportation?

(a) When authorized and approved by
your agency, your transportation
expenses in the performance of official
travel are reimbursable for the usual fare
plus tip for use of a taxi, shuttle service
or other courtesy transportation (if
charges result), in the following manner:

(1) At your official station. (i) From
your residence or other authorized point
of departure, e.g., residence to airport;

(ii) To your residence or other
authorized point of return, e.g., airport
to residence;

(iii) From your residence to your
office on the day you depart the official
station on official TDY that requires at
least one night’s lodging; or

(iv) From your office to your
residence on the day you return to the
official station from an official TDY
assignment that required at least one
night’s lodging.

(2) At your TDY location. (i) From the
TDY transit system station to your place
of lodging or place of official business
and return;

(ii) To, from, and between your places
of lodging and official business;

(iii) Between places of official
business; or

(iv) To obtain meals at the nearest
available place when the nature and
location of the official business or the
lodging at a TDY location are such that
meals cannot be obtained there. You
must attach a statement or include
electronic remarks with your travel
voucher explaining why such
transportation was necessary.

(b) Courtesy transportation. You
should use courtesy transportation
service furnished by hotels/motels to
the maximum extent possible as a first
source of transportation between a place
of lodging at the TDY station and a
common carrier terminal. You will be
reimbursed for tips when you use
courtesy transportation service.

(c) Restrictions. When appropriate,
your agency will restrict or place a
monetary limit on the amount of
reimbursement for the use of taxicabs
under this paragraph when—

(1) Suitable Government or common
carrier transportation service, including
shuttle service, is available for all or
part of the distance involved; or

(2) Courtesy transportation service is
provided by hotels/motels between the
place of lodging at the TDY station and
the common carrier terminal.
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PART 301-51—PAYING TRAVEL
EXPENSES

m 10. The authority citation for 41 CFR
part 301-51 continues to read as
follows:

Authority: 5 U.S.C. 5707. Subpart A is
issued under the authority of Sec. 2, Pub. L.
105-264, 112 Stat. 2350 (5 U.S.C. 5701 note);
40 U.S.C. 121(c).

m 11. Amend § 301-51.2 by revising
paragraph (d) to read as follows:

§301-51.2 What official travel expenses
and/or classes of employees are exempt
from the mandatory use of the Government
contractor-issued travel charge card?

* * * * *

(d) Transit system at a TDY location;

* * * * *

W 12. Revise § 301-51.6 toread as
follows:

§301-51.6 For what purposes may | use
the Government contractor-issued travel
charge card while on official travel?

You are required to use the
Government contractor-issued travel
charge card for expenses directly related
to your official travel.

m 13. Revise §301-51.7 toread as
follows:

§301-51.7 May | use the Government
contractor-issued travel charge card for
personal reasons while on official travel?
No, you may not use the Government
contractor-issued travel charge card for
personal reasons while on official travel.

W 14. Add § 301-51.8 to read as follows:

§301-51.8 What are the consequences if |
misuse the Government contractor-issued
travel charge card on official travel?

Your agency may take appropriate
disciplinary action if you misuse the
Government contractor-issued travel
charge card according to internal agency
policies and procedures.

§301-51.200 [Amended]

m 15. Amend § 301-51.200, paragraph
(a) introductory text, in the second
column of the table, by adding “are on
official” before the word “travel” and in
paragraph (a)(2), in the first column of
the table, by removing “local
transportation system” and adding
“transit systems” in its place.

PART 301-52—CLAIMING
REIMBURSEMENT

m 16. The authority citation for 41 CFR
Part 301-52 continues to read as
follows:

Authority: 5 U.S.C. 5707; 40 U.S.C. 121(c);

Sec. 2., Pub. L. 105-264, 112 Stat. 2350 (5
U.S.C. 5701 note).

m 17. Amend § 301-52.2 by revising
paragraph (a)(1) to read as follows:

§301-52.2 What information must |
provide in my travel claim?
* * * * *

(a] EE

(1) You may aggregate official travel-
related expenses incurred at the TDY
location for authorized telephone calls,
transit system fares, and parking meter
fees, except any individual expenses
costing over $75 must be listed

separately;
* * * * *

PART 301-70—INTERNAL POLICY
AND PROCEDURE REQUIREMENTS

m 18. The authority citation for 41 CFR
Part 301-70 is revised to read as
follows:

Authority: 5 U.S.C. 5707; 40 U.S.C. 121(c);
Sec. 2, Pub. L. 105—-264, 112 Stat. 2350 (5
U.S.C. 5701, note), OMB Circular No. A-126,
revised May 22, 1992, and OMB Circular No.
A—-123, Appendix B, revised January 15,
2009.

§301-70.102 [Amended]

m 19. Amend § 301-70.102 by removing
from paragraph (h) introductory text
“For local transportation whether” and
adding the word “Whether” in its place;
and adding “in conjunction with TDY”
before the word “or”.

m 20. Amend § 301-70.704 by revising
paragraph (d) to read as follows:

§301-70.704 What expenses and/or
classes of employees are exempt from the
mandatory use of the Government
contractor-issued travel charge card?

* * * * *

(d) Transit system at a TDY location;

* * * * *

m 21. Revise § 301-70.706 to read as
follows:

§301-70.706 For what purposes may an

employee use the Government contractor-
issued travel charge card while on official
travel?

An employee is required to use the
Government contractor-issued travel
charge card for expenses directly related
to official travel.

m 22. Revise § 301-70.707 to read as
follows:

§301-70.707 May an employee use the
Government contractor-issued travel
charge card for personal use while on
official travel?

No, an employee may not use the
Government contractor-issued travel
charge card for personal use while on
official travel.

§301-70.708 [Redesignated as §301—
70.709]

m 23. Redesignate § 301-70.708 as
section § 301-70.709.

m 24. Add new § 301-70.708 to read as
follows:

§301-70.708 What actions may we take if
an employee misuses the Government
contractor-issued travel charge card while
on official travel?

You may take appropriate
disciplinary action if an employee
misuses the Government contractor-
issued travel charge card. Internal
agency policies and procedures should
define what the agency considers to be
misuses of the travel charge card.

PART 301-75—PRE-EMPLOYMENT
INTERVIEW TRAVEL

m 25. The authority citation for 41 CFR
part 301-75 continues to read as
follows:

Authority: 5 U.S.C. 5707.
§301-75.200 [Amended]

m 26. Amend § 301-75.200, in the first
column of the table, in the first entry,
by removing “local transportation” and
adding “transit systems at the agency’s
location” in its place.

Appendix C to Chapter 301 [Amended]

m 27. Amend Appendix C to Chapter
301 by—

m a. In the second table, under the
heading “Commercial Transportation
Information”, in the first column under
the heading “Group name”, removing
the fifth entry, “Local Transportation
Indicator” and adding “Transportation
in Performance of TDY or While at the
TDY Location” in its place;

m b. In the second table, under the
heading “Commercial Transportation
Information”, in the third column under
the heading “Description”, removing the
last entry, “Identifies local
transportation used while on TDY” and
adding “Identifies transportation used
while in the performance of TDY or
while at the TDY location” in its place;
and

m c. In the third table, under the heading
“Travel Expense Information”, in the
first column under the heading “Group
name”, removing the fifth entry, “Local
Transportation (in, around, or about the
temporary duty station)” and adding
“Transportation in Performance of TDY
or While at the TDY Location” in its
place.
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CHAPTER 302—RELOCATION
ALLOWANCES

PART 302-6—ALLOWANCE FOR
TEMPORARY QUARTERS
SUBSISTENCE EXPENSES

m 28. The authority citation for 41 CFR
part 302—6 is revised to read as follows:
Authority: 5 U.S.C. 5738; 20 U.S.C. 905(a);

E.O. 11609, as amended, 3 CFR, 1971-1973
Comp., p. 586.

§302-6.2 [Amended]

m 29. Amend § 302-6.2 by removing the
word “local”.

m 30. Revise § 302—6.18 toread as
follows:

§302-6.18 May | be reimbursed for
transportation expenses incurred while | am
occupying temporary quarters?

Transportation expenses incurred in
the vicinity of the temporary quarters
are not TQSE, and therefore, there is no
authority to pay such expenses under
TQSE.

PART 302-9—ALLOWANCES FOR
TRANSPORTATION AND EMERGENCY
STORAGE OF A PRIVATELY OWNED
VEHICLE

m 31. The authority citation for 41 CFR
part 302—9 is revised to read as follows:

Authority: 5 U.S.C. 5738; 20 U.S.C. 905(a);
E.O. 11609, as amended, 3 CFR, 1971-1973
Comp., p. 586.

§302-9.10 [Amended]

m 32. Amend § 302-9.10, by removing
the word “local” wherever it appears.
[FR Doc. 2010-10235 Filed 5-4—10; 8:45 am]
BILLING CODE 6820-14-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Centers for Medicare & Medicaid
Services

42 CFR Parts 424 and 431
[CMS—6010-IFC]
RIN 0938-AQ01

Medicare and Medicaid Programs;
Changes in Provider and Supplier
Enroliment, Ordering and Referring,
and Documentation Requirements; and
Changes in Provider Agreements

AGENCY: Centers for Medicare &
Medicaid Services (CMS), HHS.

ACTION: Interim final rule with comment
period.

SUMMARY: This interim final rule with
comment period implements several

provisions set forth in the Patient
Protection and Affordable Care Act
(Affordable Care Act). It implements the
provision which requires all providers
of medical or other items or services and
suppliers that qualify for a National
Provider Identifier (NPI) to include their
NPI on all applications to enroll in the
Medicare and Medicaid programs and
on all claims for payment submitted
under the Medicare and Medicaid
programs. This interim final rule with
comment period also requires
physicians and eligible professionals to
order and refer covered items and
services for Medicare beneficiaries to be
enrolled in Medicare. In addition, it
adds requirements for providers,
physicians, and other suppliers
participating in the Medicare program to
provide documentation on referrals to
programs at high risk of waste and
abuse, to include durable medical
equipment, prosthetics, orthotics and
supplies (DMEPOS), home health
services, and other items or services
specified by the Secretary.

DATES: Effective date: These regulations
are effective on July 6, 2010. Comment
date: To be assured consideration,
comments must be received at one of
the addresses provided below, no later
than 5 p.m. on July 6, 2010.

ADDRESSES: In commenting, please refer
to file code CMS-6010-IFC. Because of
staff and resource limitations, we cannot
accept comments by facsimile (FAX)
transmission.

You may submit comments in one of
four ways (please choose only one of the
ways listed).

e Electronically. You may submit
electronic comments on this regulation
to http://www.regulations.gov. Follow
the instructions for submitting
comments on the home page.

e By regular mail. You may mail
written comments to the following
address only: Centers for Medicare &
Medicaid Services, Department of
Health and Human Services, Attention:
CMS-6010-IFC, P.O. Box 8013,
Baltimore, MD 21244-8013.

Please allow sufficient time for mailed
comments to be received before the
close of the comment period.

e By express or overnight mail. You
may send written comments to the
following address only: Centers for
Medicare & Medicaid Services,
Department of Health and Human
Services, Attention: CMS—6010-1FC,
Mail Stop C4-26-05, 7500 Security
Boulevard, Baltimore, MD 21244-1850.

e By hand or courier. If you prefer,
you may deliver (by hand or courier)
your written comments before the close
of the comment period to either of the
following addresses:

a. For delivery in Washington, DC—
Centers for Medicare & Medicaid
Services, Department of Health and
Human Services, Room 445-G, Hubert
H. Humphrey Building, 200
Independence Avenue, SW.,
Washington, DC 20201.

(Because access to the interior of the
Hubert H. Humphrey Building is not
readily available to persons without
Federal government identification,
commenters are encouraged to leave
their comments in the CMS drop slots
located in the main lobby of the
building. A stamp-in clock is available
for persons wishing to retain a proof of
filing by stamping in and retaining an
extra copy of the comments being filed.)

b. For delivery in Baltimore, MD—
Centers for Medicare & Medicaid
Services, Department of Health and
Human Services, 7500 Security
Boulevard, Baltimore, MD 21244-1850.

If you intend to deliver your
comments to the Baltimore address,
please call telephone number (410) 786—
7195 in advance to schedule your
arrival with one of our staff members.

Comments mailed to the addresses
indicated as appropriate for hand or
courier delivery may be delayed and
received after the comment period.

Submission of comments on
paperwork requirements. You may
submit comments on this document’s
paperwork requirements by following
the instructions at the end of the
“Collection of Information
Requirements” section in this document.

For information on viewing public
comments, see the beginning of the
SUPPLEMENTARY INFORMATION section.

FOR FURTHER INFORMATION CONTACT:
Patricia Peyton, (410) 786—1812 for
Medicare issues. Rick Friedman, (410)
786—4451 for Medicaid issues.

SUPPLEMENTARY INFORMATION: Inspection
of Public Comments: All comments
received before the close of the
comment period are available for
viewing by the public, including any
personally identifiable or confidential
business information that is included in
a comment. We post all comments
received before the close of the
comment period on the following Web
site as soon as possible after they have
been received: http://regulations.gov.
Follow the search instructions on that
Web site to view public comments.
Comments received timely will be
also available for public inspection as
they are received, generally beginning
approximately 3 weeks after publication
of a document, at the headquarters of
the Centers for Medicare & Medicaid
Services, 7500 Security Boulevard,
Baltimore, Maryland 21244, Monday
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through Friday of each week from 8:30
a.m. to 4 p.m. To schedule an
appointment to view public comments,
phone 1-800-743-3951.

I. Background

The Medicare program, title XVIII of
the Social Security Act (the Act), is the
primary payer of health care for 42
million enrolled beneficiaries. Under
section 1802 of the Act, a beneficiary
may obtain health services from an
individual or an organization qualified
to participate in the Medicare program.
Qualifications to participate are
specified in statute and in regulations
(see, for example, sections 1814, 1815,
1819, 1833, 1834, 1842, 1861, 1866, and
1891 of the Act); and 42 CFR chapter IV,
subchapter E, which concerns standards
and certification requirements).

Providers and suppliers furnishing
services must comply with the Medicare
requirements stipulated in the Act and
in our regulations. These requirements
are meant to ensure compliance with
applicable statutes, as well as to
promote the furnishing of high quality
care. As Medicare program expenditures
have grown, we have increased our
efforts to ensure that only qualified
individuals and organizations are
allowed to enroll or maintain their
Medicare billing privileges.

Medicaid is a joint Federal and State
health care program for eligible low-
income individuals. States have
considerable flexibility in how they
administer their Medicaid programs
within a broad Federal framework and
programs vary from State to State.

The Patient Protection and Affordable
Care Act (the Affordable Care Act) (Pub.
L. 111-148) makes a number of changes
to the Medicaid program, strengthening
tools for quality and integrity, adding
new benefits, and expanding coverage.
To maintain program integrity and
assure quality, it is consistent with these
changes to assure that only qualified
providers participate in the program and
that these providers bill accurately for
their services. Although our regulations
provide States with considerable
flexibility, the Federal framework
includes some key requirements to
ensure program integrity and quality
care. For example, Medicaid providers
must generally meet all State licensing
and scope-of-practice requirements, and
may be subject to additional Federal and
State quality standards. Additionally,
our regulations require timely filing of
claims by providers.

Including the NPI on claims and
enrollment applications is an important
step in controlling fraud and abuse,
ensuring a unique identifier so that
States can assure that only qualified

Medicaid providers have provider
agreements and maintain their Medicaid
billing privileges. This practice
implements the requirement in section
1128](e) of the Act, as added by section
6402(a) of the Affordable Care Act and
will also help in implementing other
important protections under the
Affordable Care Act that ensure quality
health care services for program
beneficiaries.

A. Statutory Authority

The following is an overview of the
sections that grant this authority.

e Sections 1102 and 1871 of the Act
provide general authority for the
Secretary of Health and Human Services
(the Secretary) to prescribe regulations
for the efficient administration of the
Medicare program.

e Section 1128](e) of the Act, added
by section 6402(a) of the Affordable
Care Act, requires that the Secretary
require by regulation that all providers
of medical or other items or services and
suppliers under titles XVIII and XIX that
are eligible for a national provider
identifier (NPI) include the NPI on all
applications to enroll in such programs
and on all claims for payment under
such programs.

e Sections 1814(a), 1815(a), and
1833(e) of the Act require the
submission of information necessary to
determine the amounts due a provider
or other person.

e Section 1834(j)(1)(A) of the Act
states that no payment may be made for
items furnished by a supplier of medical
equipment and supplies unless such
supplier obtains (and renews at such
intervals as the Secretary may require)
a supplier number. In order to obtain a
supplier number, a supplier must
comply with certain supplier standards
as identified by the Secretary.

e Section 1842(r) of the Act requires
the Centers for Medicare and Medicaid
Services (CMS) to establish a system for
furnishing a unique identifier for each
physician who furnishes services for
which payment may be made.

e Section 1862(e)(1) of the Act states
that no payment may be made when an
item or service was at the medical
direction of an individual or entity that
is excluded in accordance with sections
1128, 1128A, 1156, or 1842(j)(2) of the
Act.

e Section 4313 of the Balanced
Budget Act of 1997 (BBA) (Pub. L. 105—
33) amended sections 1124(a)(1) and
1124A of the Act to require disclosure
of both the Employer Identification
Number (EIN) and Social Security
Number (SSN) of each provider or
supplier, each person with ownership or
control interest in the provider or

supplier, any subcontractor in which
the provider or supplier directly or
indirectly has a 5 percent or more
ownership interest, and any managing
employees including Directors and
Board Members of corporations and
non-profit organizations and charities.
The “Report to Congress on Steps Taken
to Assure Confidentiality of Social
Security Account Numbers as Required
by the Balanced Budget Act” was signed
by the Secretary and sent to the
Congress on January 26, 1999. This
report outlines the provisions of a
mandatory collection of SSNs and EINs
effective on or after April 26, 1999.

e Section 4312(a) of the Balanced
Budget Act of 1997 amended section
1834(a)(16) of the Act by requiring
certain Medicare suppliers of durable
medical equipment, prosthetics,
orthotics and supplies (DMEPOS) to
furnish CMS with a surety bond.
Section 4312(b) requires that a surety
bond be in an amount of not less than
$50,000.

e Section 31001(i)(1) of the Debt
Collection Improvement Act of 1996
(DCIA) (Pub. L. 104-134) amended
section 7701 of 31 U.S.C. by adding
paragraph (c) to require that any person
or entity doing business with the
Federal Government must provide their
Taxpayer Identification Number (TIN).

e Section 936(j)(1)(A) of the Medicare
Prescription Drug, Improvement, and
Modernization Act of 2003 (MMA) (Pub.
L. 108-173) amended the Act to require
the Secretary to establish a process for
the enrollment of providers of services
and suppliers.

We are authorized to collect
information on the Medicare enrollment
application (that is, the CMS-855,
(Office of Management and Budget
(OMB) approval number 0938-0685)) to
ensure that correct payments are made
to providers and suppliers under the
Medicare program as established by title
XVIII of the Act.

e Section 1902(a)(27) of the Act
provides general authority for the
Secretary to require provider agreements
under the Medicaid State Plans with
every person or institution providing
services under the State Plan. Under
these agreements, the Secretary may
require information regarding any
payments claimed by such person or
institution for providing services under
the State plan.

B. Historical Enrollment Initiatives

Historically, Medicare has permitted
the enrollment of providers and
suppliers whose qualifications for
meeting all of our enrollment standards
were sometimes questionable. This has
raised concern that providers and
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suppliers in our program may be
underqualified or even fraudulent and
has led us to increase our efforts to
establish more stringent controls on
provider and supplier entry into the
Medicare program. The following is a
summary of the regulations that we have
published over the past 10 years to
ensure that only qualified providers and
suppliers are participating in the
Medicare program.

In the October 11, 2000 Federal
Register, we published the Additional
Supplier Standards final rule with
comment period where we established
additional standards with which a
DMEPOS supplier must comply in order
to receive and maintain Medicare billing
privileges. This final rule with comment
period outlined the supplier
requirements to ensure that suppliers of
DMEPQOS are qualified to furnish
DMEPOS and to help safeguard the
Medicare program and its beneficiaries
from fraudulent or abusive billing
practices.

In the April 21, 2006, Federal
Register, we published the
Requirements for Providers and
Suppliers to Establish and Maintain
Medicare Enrollment final rule that
implemented section 1866(j)(1)(A) of the
Act. In this final rule, we required that
all providers and suppliers (other than
those who have elected to “opt-out” of
the Medicare program) complete an
enrollment application and submit
specific information to CMS in order to
obtain Medicare billing privileges. This
final rule also required that all providers
and suppliers must periodically update
and certify the accuracy of their
enrollment information to receive and
maintain billing privileges in the
Medicare program. These regulatory
provisions include requirements to
protect beneficiaries and the Medicare
Trust Fund by preventing unqualified,
fraudulent, or excluded providers and
suppliers from providing items or
services to Medicare beneficiaries or
from billing the Medicare program or its
beneficiaries.

In the December 1, 2006, Federal
Register (71 FR 69624), we published a
final rule titled, “Medicare Program;
Revisions to Payment Policies, Five-
Year Review of Work Relative Value
Units, Changes to the Practice Expense
Methodology Under the Physician Fee
Schedule, and Other Changes to
Payment Under Part B; Revisions to the
Payment Policies of Ambulance
Services Under the Fee Schedule for
Ambulance Services; and Ambulance
Inflation Factor Update for CY 2007.” In
part, this final rule with comment
established performance standards for
independent diagnostic testing facilities.

In the April 10, 2007, Federal
Register (72 FR 17992), we published a
final rule titled, “Competitive
Acquisition for Certain Durable Medical
Equipment, Prosthetics, Orthotics, and
Supplies (DMEPOS).” This final rule
implemented section 302 of the MMA
requiring that DMEPOS suppliers meet
certain quality standards and
established DME competitive bidding.

In the November 27, 2007 Federal
Register (72 FR 66222), we published a
final rule titled, “Medicare Program;
Revisions to Payment Policies Under the
Physician Fee Schedule, and Other Part
B Payment Policies for CY 2008;
Revisions to the Payment Policies of
Ambulance Services Under the
Ambulance Fee Schedule for CY 2008;
and the Amendment of the
E—Prescribing Exemption for Computer
Generated Facsimile Transmissions;
Final Rule.” In this final rule, we
clarified our interpretation of several of
the existing independent diagnostic
testing facility (IDTF) performance
standards found at §410.33(b) and
§410.33(g), proposed a new IDTF
performance standard at § 410.33(g)(15),
and a new proposed IDTF provision at
§410.33(i).

In the June 27, 2008, Federal Register
(73 FR 36448), we published a final rule
titled, “Appeals of CMS or CMS
Contractor Determinations When a
Provider or Supplier Fails to Meet the
Requirements for Medicare Billing
Privileges.” This final rule implemented
section 936 of the MMA and extended
appeal rights to all providers and
suppliers, including DMEPOS suppliers,
whose enrollment applications for
Medicare billing privileges are denied or
revoked by CMS or a Medicare
contractor (that is, carrier, fiscal
intermediary, National Supplier
Clearinghouse Medicare Administrative
Contractor (MAC), or Part A/Part B
MAQ). This final rule also allowed
providers and suppliers to seek judicial
review after they have exhausted the
administrative appeals process. In
addition, this final rule also
implemented provider enrollment
provisions that apply to all provider and
supplier types.

In the November 19, 2008, Federal
Register (73 FR 69726), we published a
final rule with comment titled,
“Payment Policies Under the Physician
Fee Schedule and Other Revisions to
Part B for CY 2009; E-Prescribing
Exemption for Computer Generated
Facsimile Transmissions; and Payment
for Certain Durable Medical Equipment,
Prosthetics, Orthotics, and Supplies
(DMEPOQOS).” In part, this final rule with
comment period established a number
of provider enrollment provisions

affecting physicians, non-physician
practitioners, and other providers and
suppliers, such as the re-enrollment bar
of 1 to 3 years on revoked providers and
suppliers, as well as the limitation on
retroactive billing by providers and
suppliers.

In the January 2, 2009, Federal
Register (74 FR 166), we published a
final rule titled, “Medicare Program;
Surety Bond Requirement for Suppliers
of Durable Medical Equipment,
Prosthetics, Orthotics, and Supplies
(DMEPOS); Final Rule.” Consistent with
section 4312(a) of the BBA, this final
rule implemented section 1834(a)(16) of
the Act by requiring certain Medicare
suppliers of DMEPOS to furnish CMS
with a surety bond of no less than
$50,000.

Historically, the States in operating
the Medicaid program have permitted
the enrollment of providers and
suppliers who meet the State
requirements for Medicaid enrollment.
Due to the increased risk of fraud and
abuse in public health care programs of
all types, the NPI requirement will
strengthen cross-program integrity
efforts.

1II. Provisions of the Interim Final Rule
With Comment Period

A. Inclusion of the National Provider
Identifier (NPI) on all Medicare and
Medicaid Enrollment Applications and
Claims

1. Background

Section 1128](e) of the Act builds on
the past Congressional mandate to
require the adoption of a unique
identifier for health care providers and
codifies the NPI requirements that
Medicare is already requiring for its fee-
for-service (FFS) providers and
suppliers.

“Health care provider” is defined in
the Health Insurance Portability and
Accountability Act (HIPAA) definitions
found at 45 CFR 160.103. With the
exception of organ procurement
organizations and Part B CAP drug
vendors, the term “health care provider”
includes all of the providers and
suppliers who are eligible to enroll in
the Medicare program and most who are
eligible to enroll in the Medicaid
program. In this discussion, we use the
term “health care provider” when
referring to HIPAA and HIPAA
regulations, and we use “providers and
suppliers” when referring to those
health care providers who are eligible to
enroll in the Medicare program.

In the January 23, 2004, NPI final rule
(69 FR 3434), we adopted the NPI as the
standard unique health identifier for
health care providers. This fulfilled the
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requirement of section 1173(b) of the
Act, which was added by HIPAA. The
final rule stated that HIPAA does not
prohibit health plans from requiring
their enrolled health care providers to
obtain NPIs. Accordingly, the Medicare
program required enrolling fee-for-
service (FFS) providers and suppliers
(and their subparts, in accordance with
the NPI Final Rule) to report their NPIs
on their Medicare enrollment
applications beginning in May 2006.
When FFS providers and suppliers who
had enrolled prior to May 2006
submitted enrollment applications to
update their enrollment information,
they were required to report their NPIs
on those enrollment applications. These
requirements ensured that the Medicare
provider and supplier enrollment
records included the NPIs and, in effect,
already implemented one of the
provisions of section 1128J(e) of the Act.

In accordance with the NPI final rule
and the subsequent guidance from the
Secretary, beginning May 23, 2008,
Medicare required its enrolled FFS
providers and suppliers to use NPIs in
their electronic claims to identify not
only themselves as the billing providers,
but any other providers or suppliers
who, according to the Implementation
Guides for the adopted standard claims
transactions, were also required to be
identified in those claims. These other
health care providers include rendering
providers, supervising providers, and
ordering and referring providers. The
regulations that adopted the HIPAA
standard transactions are found at (65
FR 50312, 68 FR 8381, and 74 FR 3296).
In addition, at that same time, Medicare
required its enrolled FFS providers and
suppliers to make this same use of NPIs
in their paper claims.

The Provider Enrollment, Chain, and
Ownership System (PECOS),
implemented in 2003, is the national
repository of enrolled Medicare FFS
providers and suppliers (except
DMEPOS suppliers, who will be added
to PECOS later in 2010). PECOS
contains the information furnished by
providers and suppliers in their
Medicare FFS enrollment applications
and additional information added as
required to keep the information current
and to protect the integrity of the
Medicare program (for example, fact and
date of death, Office of Inspector
General exclusions). In 2007, PECOS
began sending the NPIs in the daily
provider and supplier enrollment data
extract going to the Part A and Part B
FFS claims systems. In 2009, Medicare
added the NPIs to the enrollment
records of the DMEPOS suppliers,
which are currently housed in the
DMEPOS supplier enrollment repository

at the National Supplier Clearinghouse
MAC. After the DMEPOS supplier
enrollment records are added to PECOS,
PECOS will send a daily DMEPOS
supplier enrollment data extract, which
will include the NPIs, to the DMEPOS
FFS claims system. Medicare FFS
claims systems link the NPIs that are
reported in claims with the appropriate
enrollment records in order to properly
price and pay the claims.

In summary, Medicare has been
requiring its providers and suppliers to
report their NPIs on their Medicare
enrollment applications; its enrolled
providers and suppliers to report their
NPIs, and the NPIs of other providers
and suppliers (as required and as
explained previously) in their electronic
and paper Medicare claims; and
suppliers who order or refer covered
items or services for Medicare
beneficiaries to have NPIs so that they
can be identified, as required, in the
claims for the covered items and
services that they have ordered and
referred. Similarly, consistent with NPI
final rule and subsequent guidance from
the Secretary, beginning May 23, 2008,
Medicaid providers have also been
required to report their NPIs on their
Medicaid claims. This IFC now requires
their NPIs be submitted for Medicaid
provider agreements.

2. Provisions of the Affordable Care Act

Section 6402(a) of the Affordable Care
Act added a new section 1128] of the
Act, entitled “Medicare and Medicaid
Program Integrity Provisions.” Section
1128](e), as added by section 6402(a) of
the Affordable Care Act, requires the
Secretary to promulgate a regulation
that requires, not later than January 1,
2011, all providers of medical or other
items or services and suppliers under
the programs under titles XVIII and XIX
that qualify for a NPI to include their
NPI on all applications to enroll in such
programs and on all claims for payment
submitted under such programs. In
Medicaid, there is no Federally required
process for provider enrollment except
that all Medicaid providers are required
to enter into a provider agreement with
the State as a condition of participating
in the program under section
1902(a)(27) of the Act. Therefore, in the
Medicaid context we are including the
submission of an NPI to the State agency
as a requirement under the provider
agreement. The NPI requirements in this
IFC are thus applicable to the reporting
of NPIs—(1) Pursuant to Medicaid
provider agreements; (2) on Medicare
provider and supplier enrollment
applications; and (3) on Medicare and
Medicaid claims.

3. Requirements Established by This IFC

For the Medicare program, we are
establishing, at § 424.506(b),
requirements that a provider or supplier
who is eligible for an NPI must report
the NPI on the Medicare enrollment
application; and, if the provider or
supplier enrolled in Medicare prior to
obtaining an NPI and the NPI is not in
the provider’s or supplier’s enrollment
record, the provider or supplier must
report the NPI to Medicare in an
enrollment application so that the NPI
will be added to the provider’s or
supplier’s enrollment record in PECOS.
We are also establishing, at
§424.506(b)(1), a requirement that a
provider or supplier who is enrolled in
fee-for-service (FFS) Medicare report its
NPI, as well as the NPI of any other
provider or supplier who is required to
be identified in those claims, on any
electronic or paper claims that the
provider or supplier submits to
Medicare. We are also establishing, at
§424.506(b)(2), that a claim submitted
by a Medicare beneficiary contain the
legal name and, if the beneficiary knows
the NPI, the NPI of any provider or
supplier who is required to be identified
in that claim.

If a Medicare beneficiary does not
know the NPI of a provider or supplier
who is required to be identified in the
claim that he or she is submitting, the
beneficiary may submit the claim
without the NPI(s) as long as the claim
contains the legal name(s) of the health
care provider(s). If a beneficiary so
desires, he or she can obtain a
provider’s or a supplier’s NPI by
requesting it directly from the provider
or supplier or from a member of his or
her office staff, or by looking it up in the
NPI Registry at https://
nppes.cms.hhs.gov/NPPES/
NPIRegistryHome.do.

Furthermore, we are establishing, at
§424.506(c)(3), that a Medicare claim
from a provider or a supplier will be
rejected if it does not contain the
required NPI(s).

For the Medicaid program, we are
establishing, at § 431.107(b)(5), a
requirement that the agreement between
a State agency and each provider
furnishing services under the State plan
include a requirement that any
Medicaid provider eligible for an NPI
furnish its NPI to the State agency under
that agreement and on all Medicaid
claims.

B. Ordering and Referring Covered Items
and Services for Medicare Beneficiaries

1. Background

Section 1833(q) of the Act requires
that claims for items or services for
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which payment may be made under Part
B and for which there was a referral by
a referring physician shall include the
name and the unique identification
number of the referring physician.
Physicians are doctors of medicine and
osteopathy, optometry, podiatry, dental
medicine, dental surgery, and
chiropractic. Referring physicians are
those who order covered items or
services for Medicare beneficiaries from
Medicare providers and suppliers as
well as those who refer Medicare
beneficiaries to Medicare providers and
suppliers for covered services. We
consider those who “refer” to also be
authorized to “order.” In this IFC, we
refer to physicians who both order and
refer as “ordering and referring
suppliers” and the act of ordering items
or services for Medicare beneficiaries or
referring Medicare beneficiaries to other
providers or suppliers for services as
“ordering and referring.”

The Implementation Guides for the
adopted HIPAA standard transactions
do not use the word “supplier” in their
descriptions of the health care providers
who must be identified in those
transactions. For example, and as stated
earlier in this preamble, the
Implementation Guides use the terms
“billing provider, ordering provider,
referring provider” and others. Because
this section of this IFC relates only to
the Medicare program, and because the
statute and regulations use the term
“supplier” (not “provider”) when
referring to physicians and non-
physician practitioners, we are using the
term “ordering and referring suppliers”
in this IFC. This term corresponds to
“ordering provider” and “referring
provider” described in the
Implementation Guides.

The Medicare providers and suppliers
who furnish the covered ordered or
referred items and services send claims
to Medicare for reimbursement for those
covered items and services.

With the establishment and
implementation of surrogate Unique
Physician Identification Numbers
(UPINs) in 1992, suppliers could be
identified, but not uniquely identified,
in claims as ordering and referring
suppliers. These suppliers included
physicians, physician assistants, clinical
nurse specialists, nurse practitioners,
clinical psychologists, certified nurse
midwives, and clinical social workers.

Sections 6405(a) and (c) of the
Affordable Care Act indicate that orders
and referrals for DMEPOS and for other
categories of items and services may be
made by a physician or an “eligible
professional under section
1848(k)(3)(B).” Section 1848(k)(3)(B) of
the Act discusses covered professional

services for which payment may be
made under, or is based on, the fee
schedule, and which are furnished by:
(1) A physician; (2) a practitioner
described in section 1842(b)(18)(C) of
Act; (3) a physical or occupational
therapist or a qualified speech-language
pathologist; and (4) a qualified
audiologist. Section 1842(b)(18)(C) of
the Act discusses billing and payment
for Medicare services furnished by
physician assistants, nurse practitioners,
clinical nurse specialists, certified
registered nurse anesthetists, certified
nurse-midwives, clinical social workers,
clinical psychologists, and registered
dietitians or nutrition professionals.
Neither section 1848(k)(3)(B) of the Act
nor section 1842(b)(18)(C) of the Act
discuss the issue of ordering or referring
covered items or services for Medicare
beneficiaries. Although section 6405(a)
of the Affordable Care Act indicates that
DMEPOS may be ordered by enrolled
physicians or enrolled eligible
professionals under section
1848(k)(3)(B) of the Act, our policy has
not been to permit all of the eligible
professionals listed in that section or in
section 1842(b)(18)(C) of the Act to
order and refer. Section 6405(c) of the
Affordable Care Act gives the Secretary
the discretion to determine the
professions that can order and refer for
all covered items and services under
title XVIII that are not mentioned in
sections 6405(a) and (b) of the
Affordable Care Act (DMEPOS and
home health, respectively). In addition,
the claims processing edits that we
established in 2009 require that the
ordering and referring suppliers for
DMEPOS and for laboratory, imaging,
and specialist services be those
physicians and professionals who were
eligible for UPINs: Physicians,
physician assistants, clinical nurse
specialists, nurse practitioners, clinical
psychologists, certified nurse midwives,
and clinical social workers. In this IFC,
the term eligible professional means any
of the professionals listed in section
1848(k)(3)(B) of the Act. In this
preamble, we distinguish physicians
from eligible professionals (even though
physicians are included in section
1848(k)(3)(B) as eligible professionals)
because sections 6405(a) and (b) of the
Affordable Care Act reference
physicians separately from eligible
professionals. Section 6405(c) of the
Affordable Care Act gives the Secretary
the discretion to determine the health
professions that can order and refer
items and services other than DMEPOS
and home health.

In the past, prior to the Medicare
implementation of the NPI on May 23,

2008, physicians and eligible
professionals were identified in claims
as ordering or referring suppliers by
their UPINs. Physicians and eligible
professionals applied for and were
assigned UPINs as part of the process of
enrolling in the Medicare program;
therefore, physicians and eligible
professionals were expected to be
identified in claims as ordering or
referring suppliers by their UPINs.

Surrogate UPINs were established to
be used in claims to temporarily
identify certain ordering and referring
suppliers who had not yet completed
the Medicare enrollment process and,
therefore, had not yet been assigned
UPINs. Surrogate UPINs were used to
collectively identify the following: (1)
Physicians who were serving in the
military or with the Department of
Veterans Affairs or the Public Health
Service (including the Indian Health
Service); (2) interns, residents, and
fellows; and (3) retired physicians.
There was also a surrogate UPIN
(OTHO000) that could be used for any
other supplier who ordered or referred
who could not be identified by any of
the other surrogate UPINs.

Over time, providers and suppliers
began using surrogate UPINs in their
claims to identify ordering and referring
suppliers who had been assigned their
own UPINs, as well as individuals who
had never been assigned UPINs. In
addition, they also used UPINs that had
been assigned to physicians other than
the physicians who they were
identifying in their claims as the
ordering or referring suppliers. We
believe that many providers and
suppliers became aware that the use of
any UPIN would get their claims
processed and paid. They learned, over
time, that Medicare claims edits on the
ordering and referring suppliers were
based on the format of the UPIN, and all
UPINs had the same format. The claims
process did not verify the UPINs of
ordering or referring suppliers. These
practices negated the intent of the UPIN,
which was to uniquely identify the
ordering or referring supplier.

Analysis of Medicare claims data
prior to 2008 (UPINs were not permitted
to be used in Medicare claims after May
23, 2008) revealed that these practices
were widespread and, as a result, we
had reason to believe that many
physicians and eligible professionals
were unaware of the requirement that
their assigned UPINs were intended to
uniquely identify them as ordering or
referring suppliers and, more
importantly, that they needed to apply
for UPINs. As a result, Medicare may
have paid claims for covered ordered
and referred items and services that may
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have been ordered or referred by
professionals who were not of a
profession eligible to order and refer; by
physicians or eligible professionals who
were not enrolled in the Medicare
program; or by physicians or eligible
professionals who were not in an
approved Medicare enrollment status
(for example, they were sanctioned,
their licenses were suspended or
revoked, their billing privileges were
terminated, or they were deceased).

With the Medicare implementation of
the NPI in May 2008, Medicare
discontinued the assignment of UPINs
and no longer allowed UPINs to be used
in Medicare claims. Medicare required
providers and suppliers who were
sending claims to Medicare for covered
ordered and referred items and services
to use the NPI, rather than the UPIN, to
identify the ordering and referring
suppliers in their claims. Because the
NPI Final Rule did not discuss the
concept of “surrogate NPIs” nor did it
contain a provision for the
establishment of “surrogate NPIs,”
surrogate NPIs do not and cannot exist.
Because physicians and non-physician
practitioners are eligible for NPIs, only
the NPI may be used in Medicare claims
to identify ordering and referring
suppliers.

We believe that the new requirements
discussed below will address concerns
expressed by the Department of Health
and Human Services’ (DHHS) Office of
Inspector General (OIG) report titled,
“Durable Medical Equipment Ordered
with Surrogate Physician Identification
Numbers, OEI-03-01-00270, September
2002,” which found that the use of
surrogate UPINs on Medicare claims
poses a vulnerability to the Medicare
program. The HHS OIG found a
substantial number of documentation
problems in the supporting evidence
submitted by suppliers for claims
processed with surrogate UPINs. The
DHHS OIG estimated that, in 1999,
Medicare paid $61 million for services
ordered with a surrogate UPIN that had
missing or incomplete supporting
documentation. Finally, the DHHS OIG
stated that the findings in its report also
revealed misuse of surrogate UPINs on
Medicare claims. The HHS OIG found
that surrogate UPINs were incorrectly
used for many services since the
ordering physician had already been
issued a permanent UPIN. The HHS OIG
believed this to be a significant problem
given that the use of a surrogate UPIN
on medical equipment claims allows
them to be processed automatically
whether the equipment has been
ordered by a physician or not. The HHS
OIG stated that the inappropriate use of
surrogate UPINs by suppliers goes

unchecked, the Medicare program
becomes vulnerable to fraudulent
billings and inappropriate payments.

To ensure the unique identification of
ordering and referring suppliers and
that they were qualified to order and
refer, Medicare implemented claims
edits in 2009 that require the ordering
and referring suppliers identified in Part
B claims for items of DMEPOS and
services of laboratories, imaging
suppliers, and specialists be identified
by their legal names and their NPIs and
that they have enrollment records in
PECOS. Claims edits are under
development to ensure that claims for
Part A and Part B home health services
identify the physicians who ordered the
home health services by their legal
names and their NPIs and that those
physicians have enrollment records in
PECOS.

2. Provisions of the Affordable Care Act

Section 6405(a) amended section
1834(a)(11)(B) of the Act to specify, with
respect to suppliers of durable medical
equipment, that payment may be made
under that subsection only if the written
order for the item has been
communicated to the DMEPOS supplier
by a physician who is enrolled under
section 1866(j) of the Act or an eligible
professional under section 1848(k)(3)(B)
who is enrolled under section 1866(j)
before delivery of the item. Section
1128](e) requires that he or she be
identified by his or her NPI in claims for
those services. Medicare requires the
ordering supplier (the physician or the
eligible professional) to be identified by
legal name and NPI in the claim
submitted by the supplier of DMEPOS.

Section 10604 of the Affordable Care
Act, amended section 6405(b) of the
Affordable Care Act as follows: (1)
Section 1814(a)(2) of the Act to specify,
with respect to home health services
under Part A, that payment may be
made to providers of services if they are
eligible and only if a physician enrolled
under section 1866(j) of the Act certifies
(and recertifies, as required) that the
services are or were required in
accordance with section 1814(a)(1)(C) of
the Act; and (2) section 1835(a)(2) of the
Act to specify, with respect to home
health services under Part B, that
payments may be made to providers of
services if they are eligible and only if
a physician enrolled under section
1866(j) of the Act certifies (and
recertifies, as required) that the services
are or were medically required in
accordance with section 1835(a)(1)(B) of
the Act. Section 1128](e) requires that
the physician be identified by his or her
NPI in claims for those services.
Medicare requires the ordering supplier

(the physician) to be identified by legal
name and NPI in the claim submitted by
the provider of home health services.

In addition, section 6405(c) of the
Affordable Care Act gives the Secretary
the authority to extend the requirements
made by subsections (a) and (b) to all
other categories of items or services
under title XVIII of the Social Security
Act, including covered Part D drugs as
defined in section 1860D—-2(e) of the
Act, that are ordered, prescribed, or
referred by a physician enrolled under
section 1866(j) of the Act or an eligible
professional under section 1848(k)(3)(B)
of the Act. Section 1128](e) requires that
he or she be identified by his or her NPI
in claims for those services. Medicare
requires the ordering or referring
supplier (the physician or the eligible
professional) to be identified by legal
name and NPI in the claims submitted
by the suppliers of laboratory, imaging,
and specialist services. These
amendments are effective on or after
July 1, 2010.

3. Requirements of This IFC

To ensure that ordering suppliers
(physicians and eligible professionals)
are uniquely identified in Medicare
claims for covered items of DMEPOS as
required by section 6405(a) of the
Affordable Care Act, and to ensure that
those DMEPOS items are ordered by
qualified physicians or eligible
professionals, we are requiring at a new
§424.507(a), the following:

¢ In Part B claims for covered items
of DMEPOS that require the
identification of the ordering supplier,
and with the exception noted below, the
ordering supplier be a physician or an
eligible professional with an approved
enrollment record in PECOS (see the
exception below), and be identified in
the claim by his or her legal name and
by his or her own NPI (that is, by the
NPI that was assigned to him or her by
the National Plan and Provider
Enumeration System [NPPES] as an
Entity type 1 [an individual]).

To ensure that ordering suppliers are
uniquely identified in Medicare Part A
claims for covered Part A or Part B
home health services as required by
section 6405(b), as amended by section
10604 of the Affordable Care Act, and to
ensure that those home health services
are ordered by qualified physicians, we
are requiring at a new § 424.507, the
following:

e In Part A claims for covered Part A
and Part B home health items or
services that require the identification of
the ordering supplier, and with the
exception noted below, the ordering
supplier be a physician with an
approved enrollment record in PECOS
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(see the exception below), and be
identified in the claim by his or her
legal name and by his or her own NPI
(that is, by the NPI that was assigned to
him or her by the National Plan and
Provider Enumeration System [NPPES]
as an Entity type 1 [an individuall).

To ensure that ordering or referring
suppliers are uniquely identified in Part
B claims for covered services of
laboratories, imaging suppliers, and
specialists, under the discretion
afforded the Secretary in section
6405(c), and to ensure that those items
or services are ordered or referred by
qualified physicians or eligible
professionals, we are requiring at a new
§424.507(b), the following:

e In Part B claims for covered services
of laboratories, imaging suppliers, and
specialists that require the identification
of the ordering or referring supplier, and
with the exception noted below, the
ordering or referring supplier be a
physician or an eligible professional
with an approved enrollment record in
PECOS (see the exception below), and
be identified in the claim by his or her
legal name and by his or her own NPI
(that is, by the NPI that was assigned to
him or her by the National Plan and
Provider Enumeration System (NPPES)
as an Entity Type 1 (an individual).

We are requiring at a new §424.507(c)
that Medicare contractors will reject
claims from providers and suppliers for
the above-described covered ordered or
referred items or services if the legal
names and the NPIs are not reported in
the claims or, with the exception noted
below, if the ordering or referring
supplier does not have an approved
enrollment record in PECOS.

We are requiring at a new §424.507(d)
that Medicare contractors may deny a
claim submitted by a Medicare
beneficiary for the above-described
ordered or referred covered items and
services if the ordering or referring
supplier is not identified by his or her
legal name or, with the exception noted
below, if the ordering or referring
supplier does not have an approved
enrollment record in PECOS.

Our continuing outreach efforts stress
the need for those who order and refer
to have approved enrollment records in
PECOS.

While we are not including additional
categories of ordered or referred covered
items or services in this IFC (such as
Part B drugs), we reserve the right to
apply these requirements to additional
categories through future rulemaking
once the policies have been developed.
We are considering proposing the
requirements for covered prescribed
Part B drugs within the next year.

A physician or eligible professional
who orders or refers must be enrolled in
the Medicare program by having an
enrollment record in an approved status
in PECOS, even if he or she is enrolled
only for the purposes of ordering and
referring. To ensure that orders and
referrals for Medicare beneficiaries are
written by qualified physicians and
eligible professionals, it is necessary
that their credentials be verified; such
verification can occur only as part of the
Medicare provider/supplier enrollment
process. PECOS, as described earlier in
this preamble, is the national Medicare
FFS provider and supplier enrollment
repository. All providers and suppliers
who enrolled in Medicare within the
past 6 years, as well as those who
enrolled more than 6 years ago and who
have submitted updates to their
enrollment information within the past
6 years, have enrollment records in
PECOS that contain verified credentials.
Those who enrolled more than 6 years
ago and who have not updated their
enrollment information in the past 6 (or
more) years will need to submit
enrollment applications to Medicare to
establish enrollment records in PECOS.
They may do this by filling out the
paper Medicare provider enrollment
applications (using the appropriate
form(s) from the CMS—855 series of
forms) and mailing the completed
application(s) to the appropriate
Medicare enrollment contractor or by
using Internet-based PECOS to submit
their enrollment application to the
Medicare enrollment contractor over the
Internet. With the implementation in
2009 of the claims processing edits to
ensure the NPI and the name reported
in claims to identify the ordering or
referring suppliers matched information
in PECOS for physicians and
professionals of a profession eligible to
order and refer, many enrolled
physicians and eligible professionals
who do not have enrollment records in
PECOS are submitting enrollment
applications in order to establish those
enrollment records. We expect that
most, if not all, of them will have
submitted enrollment applications
before the end of 2010, including those
who are enrolling solely to continue to
order and refer. A physician or eligible
professional who is deceased, retired, or
excluded from the Medicare program, or
who otherwise would not have an
approved enrollment record in PECOS,
would not be eligible to order or refer
items or services for Medicare
beneficiaries. Please note the following
exception for physicians and eligible
professionals who do not have an
approved enrollment record in PECOS:

Under section 1802(b) of the Act and
the implementing regulations at 42 CFR
405.400 et seq., physicians and non-
physician practitioners can opt out of
the Medicare program and enter into
private contracts with Medicare
beneficiaries. By entering into these
types of contracts, these suppliers do
not bill the Medicare program for
services that they furnish to Medicare
beneficiaries. We require that
physicians and eligible professionals
who have properly filed an appropriate
affidavit with a Medicare contractor in
order to opt out of the Medicare
program be required to be identified in
claims by their names and their NPIs if
they order or refer covered items or
services for Medicare beneficiaries. We
are creating an exception to the
requirement that ordering and referring
suppliers be required to have an
approved enrollment record in PECOS
for those physicians and non-physician
practitioners who have validly opted
out of the Medicare program. Therefore,
physicians and non-physician
practitioners who have validly opted
out of Medicare are eligible to order and
refer covered items and services for
Medicare beneficiaries. If they have
properly completed the appropriate
affidavit in order to opt out of Medicare,
they will have records in PECOS that
contain their NPIs and that indicate that
they have validly opted out of the
Medicare program. In January 2009,
there were approximately 10,000
physicians and eligible professionals
who had opted out of the Medicare
program. Compared to the more than
800,000 enrolled physicians and eligible
professionals, there are relatively few
physicians and eligible professionals
who have opted out of Medicare.

Accordingly, the physicians or
eligible professional that opted out must
meet the following:

¢ A currently enrolled physician or
eligible professional who does not have
an enrollment record in PECOS is
required to establish an enrollment
record in PECOS so that he or she can
order and refer covered items or services
for Medicare beneficiaries. A physician
or eligible professional who has validly
opted out of the Medicare program will
have a valid opt-out record in PECOS
and is not required to submit an
enrollment application.

e A physician or eligible professional
who is employed by the Public Health
Service, the Department of Defense, or
the Department of Veterans Affairs is
required to have an approved
enrollment record in PECOS in order to
order and refer covered items and
services for Medicare beneficiaries, even
though he or she would not be
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submitting claims to Medicare for
services furnished to Medicare
beneficiaries. We require, therefore, that
these physicians and eligible
professionals enroll in Medicare solely
to order and refer (and not to be paid for
services furnished to Medicare
beneficiaries).

e A dentist furnishes many services
that are not covered by Medicare and, as
a result, most dentists are not enrolled
in Medicare. However, a dentist may
order services for patients who are
Medicare beneficiaries, such as sending
oral specimens to laboratories for
testing. Doctors of dental medicine or
dental surgery are considered
physicians and we require that they
have approved enrollment records in
PECOS if they order or refer covered
items or services for patients who are
Medicare beneficiaries.

¢ A pediatrician may treat Medicare
beneficiaries (for example, those of any
age who are enrolled in the Medicare
end-stage renal disease (ESRD) program
or those who are entitled to Medicare
benefits under other Federal programs),
although the volume of such patients is
generally so low that most pediatricians
are not enrolled in Medicare. We require
that a pediatrician have an approved
enrollment record in PECOS if he or she
orders or refers covered items or
services for patients who are Medicare
beneficiaries.

¢ Residents and interns order and
refer covered items and services for
Medicare beneficiaries. Prior to the
implementation of the NPI, residents
and interns were identified in claims as
the ordering or referring providers by
surrogate UPINs. Interns are not issued
medical licenses by States; therefore,
they are not eligible to enroll in
Medicare. Residents have medical
licenses if they practice in States that
issue medical licenses to residents; as a
result, some residents are eligible to
enroll in Medicare. Due to the variances
in licensure and the necessity for
interns and residents to be able to
continue to order and refer covered
items and services for Medicare
beneficiaries, we require that the
teaching physician—not the resident or
intern—be identified in the claim as the
ordering or referring provider whenever
a resident or intern orders or refers.

These ordering and referring
requirements, when implemented, will
allow us to uniquely identify the
ordering and referring supplier in
claims (except when the teaching
physician is identified as the ordering or
referring supplier in situations where an
intern or a resident ordered or referred)
and assure, because of the requirement
to have an approved enrollment or valid

opt out record in PECOS, that the
ordering and referring supplier is
qualified to order and refer items and
services for Medicare beneficiaries. This
will enable us to edit claims for ordering
and referring suppliers who do not have
approved enrollment records in PECOS
(that is, those who are excluded,
deceased, or retired, and those whose
Medicare billing privileges have been
terminated through exclusion,
revocation, or otherwise), and those
who have voluntarily terminated their
relationship with Medicare or who have
validly opted out of Medicare.

Further, we are requiring that Part A
claims for covered ordered Part A and
Part B home health services must
include the legal name and the NPI of
the ordering supplier, who must be a
physician. We are requiring that Part B
claims for covered, ordered, and
referred Part B items and services
(excluding Part B drugs) must include
the legal name and the NPI of the
ordering or referring supplier. We place
these same requirements (except for the
NPI) on claims submitted by Medicare
beneficiaries for these same ordered or
referred items and services. Although
suppliers are required to submit claims
on behalf of beneficiaries under the
mandatory claim submission policy at
section 1848(g)(4)(A) of the Act, we
recognize that beneficiaries may submit
claims to Medicare for payment. In
order to fully enforce the ordering and
referring requirement established by
section 6405 of the Affordable Care Act,
we plan to deny a beneficiary claim for
a service when the legal name of the
ordering or referring supplier is not
included on the claim.

We believe that these requirements
will promote quality health care
services for Medicare beneficiaries
because orders and referrals would be
written by qualified physicians and
eligible professionals, as their
credentials would have been verified as
part of the Medicare provider/supplier
enrollment process.

Additionally, we believe these
requirements will eliminate the abusive
practice of reporting identifiers in
claims as being assigned to specific
ordering or referring suppliers when, in
fact, those identifiers had not been
assigned to those specific ordering or
referring suppliers. As a result, our
requirements should eliminate these
types of problematic claims and ensure
the qualifications of the ordering and
referring suppliers.

Our requirements will enable us to
know the identity of the individual who
ordered or referred and, if appropriate,
we could establish edits to check for
over-ordering specific items or services,

over-referring specific services, and/or
over-ordering or over-referring to
specific providers of services and
suppliers.

Furthermore, these requirements
support our existing authority, at
§424.516(f), under which the ordering
and referring suppliers, and those
providers of services and suppliers who
furnish covered items or services based
on orders or referrals, are required to
maintain documentation (to include the
NPI) that supports the orders and
referrals for 7 years in order to maintain
an active enrollment status in the
Medicare program.

Lastly, these requirements may lead to
a reduction in inappropriate Medicare
payments.

We are aware that, in some cases,
Medicare beneficiaries may be patients
of physicians or eligible professionals
who do not have approved enrollment
records in PECOS, or may be patients of
professionals who are not of a
profession that is eligible to order or
refer, and that these physicians and
professionals may be ordering and
referring covered items and services for
these Medicare beneficiaries at this
time. We expect to conduct outreach
activities to educate Medicare
beneficiaries, as well as Medicare
providers of services and suppliers who
furnish covered items and services
based on orders and referrals, so that we
can eliminate situations where those
providers of services and suppliers who
would be furnishing covered ordered
and referred items and services would
not be paid for those covered items or
services because their claims failed the
edits.

Finally, we believe that the
requirements will address the
recommendations offered by the DHHS
OIG report titled, “Medicare Payments
in 2007 for Medical Equipment and
Supply Claims with Invalid or Inactive
Referring Physician Identifiers, OEI-04—
08-00470, February 2009.” Specifically,
the OIG recommended that CMS:

(1) Determine why Medicare claims
with identifiers associated with
deceased referring physicians continue
to be paid;

(2) Implement claims-processing
system changes to ensure that NPIs for
both referring physicians and suppliers
be listed on medical equipment and
supply claims are valid and active.

(3) Emphasize to suppliers the
importance of using accurate NPIs for
both referring physicians and suppliers
when submitting Medicare claims; and

(4) Determine the earliest date to end
the provision that allows suppliers to
submit claims without referring
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physician NPIs while maintaining
beneficiary access to services.

With respect to recommendation (4),
we began requiring Medicare claims to
identify ordering and referring providers
by NPIs beginning May 23, 2008. If the
provider of services or the supplier
submitting the claim for the covered
ordered or referred items or services
could not determine the NPI of the
ordering or referring supplier, we
permitted the provider of services or the
supplier submitting the claim to use its
own NPI in place of the NPI of the
ordering or referring provider. These
types of claims for DMEPOS items now
fail the claims processing edits that
were implemented in 2009. Medicare-
enrolled physicians and professionals
are required to have NPIs. The NPI
Registry (available at https://
nppes.cms.hhs.gov/NPPES/
NPIRegistryHome.do) enables anyone
with a computer with Internet access to
look up a health care provider’s NPI by
name or NPI, and the NPPES
downloadable file (downloadable from
http://nppesdata.cms.hhs.gov/
CMS_NFPI files.html) contains the NPIs
of all health care providers who have
active NPIs, as well as identifying
information about the health care
providers that is publicly disclosable
under the Freedom of Information Act.
(The National Plan and Provider
Enumeration System Data
Dissemination Notice, published in the
May 30, 2007 Federal Register, further
describes the NPI Registry and the
NPPES downloadable file.) The existing
claims processing edits described earlier
in this preamble check to ensure that
the NPI reported on a Part B claim for
ordered or referred covered items or
services (excluding Part B home health
services and Part B drug claims) belongs
to the ordering or referring supplier
whose name is also reported in those
claims, and not to the supplier who
submitted the claim. As stated
previously, the provisions of section
6405 of the Affordable Care Act are
effective July 1, 2010.

C. Requirement for Physicians, Other
Suppliers, and Providers to Maintain
and Provide Access to Documentation
on Referrals to Programs at High Risk of
Waste and Abuse

1. Background

On November 19, 2008, we published
a final rule with comment titled,
“Revisions to Payment Policies Under
the Physician Fee Schedule and Other
Revisions to Part B for CY 2009;
Revisions to the Amendment of the E—
Prescribing Exemption for Computer
Generated Facsimile Transmissions; and

the Competitive Acquisition for Certain
Durable Medical Equipment,
Prosthetics, Orthotics, and Supplies
(DMEPOS)” in the Federal Register. In
this IFC, we established § 424.516(f) to
require providers and suppliers to
maintain ordering and referring
documentation, including the NPI,
received from a physician or eligible
non-physician practitioner. We also
established in § 424.516(f) that
physicians and eligible professionals are
required to maintain written ordering
and referring documentation for 7 years
from the date of service. Finally, we
established in § 424.535(a)(10) that
failure to comply with the
documentation requirements specified
in §424.516(f) is a reason for revocation.

2. Provisions of the Affordable Care Act

Section 6406 of the Affordable Care
Act amends section 1866(a)(1) of the Act
and added a new subparagraph (W)
which requires providers to agree to
“maintain and, upon request of the
Secretary, provide access to
documentation relating to written orders
or requests for payment for durable
medical equipment, certifications for
home health services, or referrals for
other items or services written or
ordered by the provider under this title,
as specified by the Secretary.”

In addition, section 6406 of the
Affordable Care Act amended section
1842(h) of the Act by adding a new
paragraph which states, “The Secretary
may revoke enrollment, for a period of
not more than one year for each act, for
a physician or supplier under section
1866(j) if such physician or supplier
fails to maintain and, upon request of
the Secretary, provide access to
documentation relating to written orders
or requests for payment for durable
medical equipment, certifications for
home health services, or referrals for
other items or services written or
ordered by such physician or supplier
under this title, as specified by the
Secretary.”

Section 6406(b)(3) of the Affordable
Care Act amends section 1866(a)(1) of
the Act to require that providers and
suppliers maintain and, upon request,
provide to the Secretary, access to
written or electronic documentation
relating to written orders or requests for
payment for durable medical
equipment, certifications for home
health services, or referrals for other
items or services written or ordered by
the provider as specified by the
Secretary. Section 6406(b)(3) does not
limit the authority of the Office of
Inspector General to fulfill the Inspector
General’s responsibilities in accordance
with applicable Federal law.

3. Requirements of This IFC

In our requirements, in our revision of
§424.516(f), we are replacing the term
“eligible non-physician practitioner”
with “eligible professional.” This change
is consistent with our definition of
“eligible professional” and correctly
identifies the professionals who, in
addition to physicians, are eligible to
order and refer.

At this time, we are expanding
§424.516(f) to include requirements for
documentation and access to
documentation related to orders and
referrals for covered home health,
laboratory, imaging, and specialist
services. Section 424.516(f) currently
includes requirements for
documentation and access to
documentation for orders for DMEPOS.
We reserve the right to, at a future date,
publish proposed requirements for
documentation and access to
documentation for additional items and
services that may be ordered or referred
under title XVIII and that are programs
of high risk of waste and abuse.

We are revising the existing
§424.516(f) to now read “Maintaining
and providing access to
documentation.” A provider or a
supplier who furnishes covered ordered
DMEPOS or referred home health,
laboratory, imaging, or specialist
services is required to maintain
documentation for 7 years from the date
of service and, upon the request of CMS
or a Medicare contractor, to provide
access to that documentation. The
documentation includes written and
electronic documents (including the NPI
of the physician who ordered the home
health services and the NPI of the
physician or the eligible professional
who ordered or referred the DMEPOS,
laboratory, imaging, or specialist
services) relating to written orders and
requests for payments for items of
DMEPOS and home health, laboratory,
imaging, and specialist services. A
physician who ordered home health
services and a physician and an eligible
professional who ordered or referred
items of DMEPOS or laboratory,
imaging, and specialist services is
required to maintain documentation for
7 years from the date of the order,
certification, or referral and, upon
request of CMS or a Medicare
contractor, to provide access to that
documentation. The documentation
includes written and electronic
documents (including the NPI of the
physician who ordered the home health
services and the NPI of the physician or
the eligible professional who ordered or
referred the DMEPOS, laboratory,
imaging, or specialist services) relating
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to written orders or requests for
payments for items of DMEPOS and
home health, laboratory, imaging, and
specialist services. Note that we are
clarifying that the documentation
includes both written and electronic
documentation.

We are revising § 424.535(a)(10) to
read, “The Centers for Medicare &
Medicaid Services” (CMS) may revoke
enrollment, for a period of not more
than one year for each act, for a provider
or a supplier under section 1866(j) of
the Act if such provider or supplier fails
to meet the requirements of § 424.516(f).
Providers and suppliers will continue to
have appeal rights afforded to them in
accordance with part 498.

II1. Response to Comments

Because of the large number of public
comments we normally receive on
Federal Register documents, we are not
able to acknowledge or respond to them
individually. We will consider all
comments we receive by the date and
time specified in the DATES section of
this preamble, and, when we proceed
with a subsequent document, we will
respond to the comments in the
preamble to that document.

IV. Waiver of Proposed Rulemaking

We ordinarily publish a notice of
proposed rulemaking in the Federal
Register and invite public comment on
the proposed rule. The notice of
proposed rulemaking includes a
reference to the legal authority under
which the rule is proposed, and the
terms and substances of the proposed
rule or a description of the subjects and
issues involved. This procedure can be
waived, however, if an agency finds
good cause that a notice-and-comment
procedure is impracticable,
unnecessary, or contrary to the public
interest and incorporates a statement of
the finding and its reasons in the rule
issued. The NPI requirements set forth
in this IFC are necessary to implement
the data reporting requirements in
section 1128](e) of the Act, as amended
by section 6402(a) of the Affordable
Care Act, which require that the
Secretary promulgate a regulation to
implement this requirement no later
than January 2011. Moreover these NPI
requirements are needed to implement
the Medicare requirements specified in
section 6405 of the Affordable Care Act
that are effective July 1, 2010. Section
6406 of the Affordable Care Act was
effective January 1, 2010. It is
imperative that the regulatory
provisions be set forth as soon as
possible to deliver the guidance
necessary to enact the provisions.

In addition, several of these
provisions may be issued as an IFC
because they fall under the exception in
Medicare to the section 1871(b)(1)(B) of
the Act rulemaking requirements.
Section 1871 of the Act generally
requires that we issue a notice of
proposed rulemaking prior to issuing a
final rule under the Medicare program.
However, section 1871(b)(1)(b) provides
that the Secretary is not required to
issue a notice of proposed rulemaking
before issuing a final rule if “* * *a
statute establishes a specific deadline
for the implementation of a provision
and the deadline is less than 150 days
after the date of the enactment of the
statute in which the deadline is
contained.” Section 6405 establishes an
effective date of July 1, 2010, which is
less than 150 days from the date of
enactment of this statute. Moreover,
section 6406 establishes an effective
date of January 1, 2010, which has
already passed.

We do not believe that the portions of
this rule not exempted from notice and
comment rulemaking pursuant to
section 1871(b)(1)(B) of the Act add any
new burdens for Medicare or Medicaid
providers and suppliers. Both Medicare
and Medicaid programs generally
require unique provider identifiers, and
thus delaying this rule is unnecessary.
Finally, a delay in implementing these
provisions would be contrary to the
public interest and to CMS’ efforts to
reduce and eliminate fraud and abuse in
the Medicare and Medicaid programs.
For these reasons, we find good cause to
waive the notice of proposed
rulemaking and to issue this final rule
on an interim basis. We are providing a
60-day comment period.

V. Collection of Information
Requirements

In accordance with section 3507(j) of
the Paperwork Reduction Act of 1995
(44 U.S.C. 3501 et seq.), the information
collection included in this interim final
rule with comment period will be
submitted for emergency approval to the
Office of Management and Budget
(OMB). The revised information
collection requirements associated with
0938-0685, 0938-0931, and 0938—0999
(see sections V.A. and V.D. of this IFC)
will not be effective until approved by
OMB.

Under the Paperwork Reduction Act
of 1995, we are required to provide 60-
day notice in the Federal Register and
solicit public comment before a
collection of information requirement is
submitted to the Office of Management
and Budget (OMB) for review and
approval. In order to fairly evaluate
whether an information collection

should be approved by OMB, section
3506(c)(2)(A) of the Paperwork
Reduction Act of 1995 requires that we
solicit comment on the following issues:

e The need for the information
collection and its usefulness in carrying
out the proper functions of our agency.

e The accuracy of our estimate of tl}lle
information collection burden.

e The quality, utility, and clarity of
the information to be collected.

e Recommendations to minimize the
information collection burden on the
affected public, including automated
collection techniques.

We are soliciting public comment on
each of these issues for the following
sections of this document that contain
information collection requirements
(ICRs):

A. ICRs Regarding National Provider
Identifier (NPI) on All Medicare
Enrollment Applications and Claims
(§424.506)

Section 424.506(b)(1) states that
providers and suppliers who are eligible
for NPIs be required to report their NPIs
on their enrollment applications for
Medicare. Similarly, § 424.506 (b)(2)
states that if providers or suppliers
enrolled in Medicare prior to obtaining
NPIs and their NPIs are not in their
enrollment records, they must submit
enrollment applications containing their
NPIs.

The burden associated with the
requirements in §424.506(b) is the time
and effort necessary for a provider or a
supplier to apply for an NPI and the
time and effort necessary to report the
NPIs on their enrollment applications
for Medicare.

Sections §424.510 and § 424.515 state
that providers and suppliers must
submit enrollment information on the
applicable enrollment application and
update, resubmit, and recertify the
accuracy of their enrollment
information every 5 years. In addition,
§424.516 lists reporting requirements
for providers and suppliers. To submit
enrollment information for an initial
application (even if enrolling solely to
order and refer), a change of
information, or to respond to a
revalidation request, a provider or
supplier must complete and submit the
applicable CMS-855 enrollment
application or complete and submit the
enrollment application over the Internet
using Internet-based PECOS. Although
we are unable to quantify the number,
we do not believe that a significant
number of physicians and eligible
professionals will enroll in Medicare
solely to order and refer. The burden
associated with the enrollment
requirements found in § 424.510,
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§424.515, and§ 424.516 is the time and
effort necessary to complete and submit
applicable Medicare enrollment
applications. While this burden is
subject to the PRA, it is currently
approved under existing OMB control
numbers (OCN). Specifically, the
burden associated with obtaining an NPI
is currently approved under OCN 0938—
0931. The burden associated with
submitting initial Medicare enrollment
applications and updating Medicare
enrollment information to include NPI
is approved under OCN 0938-0685
(Applications CMS-855 A, B, I, and R)
0938-1056 (Application CMS—855 S).

Section 424.506(b)(1) states that
providers and suppliers who are
enrolled in Medicare must report their
National Provider Identifiers (NPIs) and
the NPIs of any other providers or
suppliers who are required to be
identified in their claims on all paper
and electronic claims that they send to
Medicare. The burden associated with
this requirement is the time and effort
necessary to complete and submit a
claim form. While this requirement is
subject to the PRA, the associated
burden is currently approved under
OCN 0938-0999.

B. ICRs Regarding Ordering and
Referring Covered Items and Services for
Medicare Beneficiaries (§ 424.507)

Section 424.507 states that to receive
payment for covered Part A or Part B
home health services, the claim must
contain the legal name and the NPI of
the ordering physician; and to receive
payment for covered items of DMEPOS,
and certain other covered Part B items
or services (excluding Part B drugs), the
claim must contain the legal name and
the NPI of the ordering or referring
physician or eligible professional. The
burden associated with these
requirements is the time and effort
necessary to submit a claim with the
required information. While these
requirements are subject to the PRA, the
associated burden is currently approved
under OCN 0938-0999.

C. ICRs Regarding Additional Provider
and Supplier Requirements for Enrolling
and Maintaining Active Enrollment
Status in the Medicare Program
(§424.516)

Section 424.516(f)(1) discusses the
documentation requirements for
providers and suppliers. A provider or
supplier is required for 7 years from the
date of service to maintain and upon
request of CMS or a Medicare
contractor, provide access to
documentation, including the NPI of the
physician or the eligible professional
who ordered or referred the item or

service, relating to written orders or
requests for payments for items of
DMEPOS and referrals for home health,
laboratory, imaging, and specialist.

Similarly, § 424.516(f) discusses the
documentation requirements for
providers and suppliers. At
§424.516(f)(1), providers and suppliers
are required for 7 years from the date of
service to maintain and, upon request of
CMS or a Medicare contractor, provide
access to documentation, including the
NPI of the physician or the eligible
professional who ordered or referred the
item or service, relating to written
orders or requests for payments for
items of DMEPOS and referrals for home
health, laboratory, imaging, and
specialist. At §424.516(f)(2), physicians
and eligible professionals are required
for 7 years from the date of service to
maintain and, upon request of CMS or
a Medicare contractor, provide access to
written and electronic documentation
relating to written orders or
certifications for items of DMEPOS and
home health, laboratory, imaging, and
specialist services, written, ordered,
referred by such physician or non-
physician practitioner.

The burden associated with the
requirements in § 424.516(f) is the time
and effort necessary to both maintain
documentation on file and to furnish the
information upon request to CMS or a
Medicare contractor. While the
requirement is subject to the PRA, we
believe the associated burden is exempt.
As discussed in the final rule that was
published November 19, 2008 (73 FR
69726), we believe the burden
associated with maintaining
documentation and furnishing it upon
request is a usual and customary
business practice and thereby exempt
from the PRA under 5 CFR 1320.3(b)(2).

D. ICRs Regarding the Reporting of
National Provider Identifier by Medicaid
Providers (§ 431.507(b)(5))

Section 431.107(b)(5) states that a
Medicaid provider has to furnish its NPI
(if eligible for an NPI) to its State agency
and include its NPI on all claims
submitted under the Medicaid program.
The burden associated with the
Medicaid requirements in
§431.107(b)(5) is the time and effort
necessary for a provider to report the
NPIs to the State agency and on claims
submitted to the Medicaid program.

We are in the process of revising the
information collection requirements
contained in OCNs 0938—-0685, 0938—
0931, and 0938-0999 in accordance
with the provisions of this rulemaking.
These information collection
requirements will be sent to OMB for
review and approval in accordance with

the emergency procedures of the PRA
and will not go into effect until
approved by OMB.

If you comment on these information
collection and recordkeeping
requirements, please do either of the
following:

1. Submit your comments
electronically as specified in the
ADDRESSES section of this proposed rule;
or

2. Submit your comments to the
Office of Information and Regulatory
Affairs, Office of Management and
Budget, Attention: CMS Desk Officer,
[CMS-6010-IFC]

Fax: (202) 395—6974; or E-mail:
OIRA_submission@omb.eop.gov

VI. Regulatory Impact Analysis

We have examined the impact of this
rule as required by Executive Order
12866 (September 1993, Regulatory
Planning and Review), the Regulatory
Flexibility Act (RFA) (September 19,
1980, Pub. L. 96-354), section 1102(b) of
the Act, the Unfunded Mandates Reform
Act of 1995 (Pub. L. 104—4), and
Executive Order 13132 on Federalism,
and the Congressional Review Act (5
U.S.C. 804 et seq.). Executive Order
12866 directs agencies to assess all costs
and benefits of available regulatory
alternatives and, if regulation is
necessary, to select regulatory
approaches that maximize net benefits
(including potential economic,
environmental, public health and safety
effects, distributive impacts; and
equity). A regulatory impact analysis
(RIA) must be prepared for major rules
with economically significant effects
($100 million or more in any 1 year).
Virtually all providers and suppliers
who wish to enroll in Medicare and
Medicaid programs have already
obtained NPIs. Most enrolled Medicare
and Medicaid providers and suppliers
who will be affected by the statutory
and regulatory requirements are already
meeting those requirements. For
example, Medicare providers and
suppliers have been reporting their NPIs
on their enrollment applications for 4
years and have been using NPIs in their
paper and electronic Medicare claims as
well as electronic Medicaid claims for 2
years. The majority of suppliers who
submit claims for ordered or referred
DMEPOS and laboratory, imaging, and
specialist services are ensuring that
their claims meet the requirements of
this IFC. In addition, the majority of
Medicare physicians and eligible
professionals who order and refer but
who do not have approved enrollment
records in PECOS are aware of the need
to establish those records and many
have already submitted their enrollment
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applications to Medicare in order to do
so. Medicare DMEPOS suppliers and
those physicians and eligible
professionals who order DMEPOS are
already maintaining documentation in
accordance with the requirements of
this IFC. Other Medicare providers and
suppliers who will be required to do so
by this IFC are likely already in full or
partial compliance as part of their
routine business operations. Therefore,
we do not believe this rule reaches the
economic threshold and thus is not
considered a major rule.

The RFA requires agencies to analyze
options for regulatory relief for small
businesses. For purposes of the RFA,
small entities include small businesses,
nonprofit organizations, and
government agencies. Most hospitals
and most other providers and suppliers
are small entities, either by nonprofit
status or by having revenues of $6.5 to
$31.5 million in any one year.
Individuals and States are not included
in the definition of a small entity. We
are not preparing an analysis for the
RFA because we have determined that
this rule will not have a significant
economic impact on a substantial
number of small entities. We maintain
that this final rule would not have an
adverse impact on small entities.

In addition, section 1102(b) of the Act
requires us to prepare a regulatory
impact analysis if a rule may have a
significant impact on the operations of
a substantial number of small rural
hospitals. This analysis must conform to
the provisions of section 604 of the
RFA. For purposes of section 1102(b) of
the Act, we define a small rural hospital
as a hospital that is located outside of
a Metropolitan Statistical Area and has
fewer than 100 beds. We are not
preparing an analysis for section 1102(b)
of the Act because we have determined
that this final rule will not have a
significant impact on the operations of
a substantial number of small rural
hospitals.

Section 202 of the Unfunded
Mandates Reform Act of 1995 also
requires that agencies assess anticipated
costs and benefits before issuing any
rule that may result in expenditure in
any 1 year by State, local, or tribal
governments, in the aggregate, or by the
private sector, of $135 million. This rule
does not mandate expenditures by
either the governments mentioned or
the private sector; therefore, no analysis
is required. Executive Order 13132
establishes certain requirements that an
agency must meet when it promulgates
a proposed rule (and subsequent final
rule) that imposes substantial direct
requirement costs on State and local

governments, preempts State law, or
otherwise has Federalism implications.
Since this regulation does not impose
significant costs on State or local
governments, the requirements of E.O.
13132 are not applicable. In accordance
with the provisions of Executive Order
12866, this regulation was reviewed by
the Office of Management and Budget.

B. Alternatives Considered

Since this final rule is a codification
of statutory provisions found in the
Affordable Care Act, we did not
consider alternatives to this process.

List of Subjects
42 CFR Part 424

Emergency medical services, Health
facilities, Health professions, Medicare,
Reporting and recordkeeping
requirements.

42 CFR Part 431

Grant programs-health, Health
facilities, Medicaid, Privacy, Reporting
and recordkeeping requirements.

m For the reasons set forth in the
preamble, the Centers for Medicare &
Medicaid Services amends 42 CFR
chapter IV as set forth below:

PART 424—CONDITIONS FOR
MEDICARE PAYMENT

m 1. The authority citation for part 424
continues to read as follows:

Authority: Secs. 1102 and 1871 of the
Social Security Act (42 U.S.C. 1302 and
1395hh).

m 2. Section 424.506 is added to read as
follows:

§424.506 National Provider Identifier (NPI)
on all enroliment applications and claims.

(a) Definition. Eligible professional
means any of the professionals specified
in section 1848(k)(3)(B) of the Act.

(b) Enrollment requirements. (1) A
provider or a supplier who is eligible for
an NPI must report its National Provider
Identifier (NPI) on its Medicare
enrollment application.

(2) If a provider or a supplier who is
eligible for an NPI enrolled in the
Medicare program prior to obtaining an
NPI and the provider’s or the supplier’s
NPI is not in the provider’s or the
supplier’s Medicare enrollment record,
the provider or the supplier must
submit a Medicare enrollment
application that contains the NPL

(3) A physician or an eligible
professional who has validly opted out
of the Medicare program does not need
to submit an enrollment application.

(c) Claims reporting requirements. (1)
A provider or a supplier who is enrolled

in Medicare and who submits a paper or
an electronic claim to Medicare include
its National Provider Identifier (NPI)
and the NPI(s) of any other provider(s)
or suppliers(s) who is required to be
identified.

(2) A Medicare beneficiary who
submits a claim for service to
Medicare—

(i) Must include the legal name of any
provider or supplier who is required to
be identified in that claim; and

(ii) May, if known to the beneficiary,
include the National Provider Identifier
(NPI) of any provider or supplier who is
required to be identified in that claim.

(3) A Medicare contractor will reject
a claim from a provider or a supplier if
the required NPI(s) is not reported.

m 3. Section 424.507 is added to read as
follows:

§424.507 Ordering and referring covered
items and services for Medicare
beneficiaries.

(a) Conditions for payment of claims
for ordered or referred covered Part B
items and services (excluding home
health services described in § 424.507(b)
and Part B drugs). (1) Part B provider
and supplier claims. To receive
payment for ordered or referred covered
Part B items and services (excluding
home health services described in
§424.507(b), and Part B drugs), a
provider’s or supplier’s must meet all of
the following requirements:

(i) The Part B items and services must
have been ordered or referred by a
physician or, when permitted, an
eligible professional (as defined in
§424.506(a) of this part).

(ii) The claim from the Part B provider
or supplier must contain the legal name
and the National Provider Identifier
(NPI) of the physician or the eligible
professional (as defined in § 424.506(a)
of this part) who ordered or referred.

(iii) The physician or the eligible
professional who ordered or referred
must have an approved enrollment
record or a valid opt-out record in the
Provider Enrollment, Chain and
Ownership System (PECOS).

(iv) If the items or services were
ordered or referred by a resident or an
intern, the claim must identify the
teaching physician as the ordering or
referring supplier. The claim must
identify the teaching physician by his or
her legal name and NPI and he or she
must have an approved enrollment
record or a valid opt-out record in
PECOS.

(2) Part B beneficiary claims. To
receive payment for ordered or referred
covered Part B items and services
(excluding home health services
described in §424.507(b), and Part B



Federal Register/Vol. 75, No. 86/ Wednesday, May 5, 2010/Rules and Regulations

24449

drugs), a beneficiary’s claim must meet
all of the following requirements:

(i) The Part B items and services must
have been ordered or referred by a
physician or, when permitted, an
eligible professional (as defined in
§424.506(a) of this part).

(ii) The claim must contain the legal
name of the physician or the eligible
professional (as defined in § 424.506(a)
of this part) who ordered or referred.

(iii) The physician or the eligible
professional who ordered or referred
must have an approved enrollment
record or a valid opt-out record in the
Provider Enrollment, Chain and
Ownership System (PECOS).

(iv) If the items or services were
ordered or referred by a resident or an
intern, the claim must identify the
teaching physician as the ordering or
referring supplier. The claim must
identify the teaching physician by his or
her legal name and he or she must have
an approved enrollment record or a
valid opt-out record in PECOS.

(b) Conditions for payment of claims
for ordered covered home health
services. (1) Home health provider
claims. To receive payment for ordered,
covered Part A or Part B home health
services, a provider’s home health
services claim must meet all of the
following requirements:

(i) The Part A or Part B home health
services must have been ordered by a
physician;

(ii) The claim from the provider of
home health services must contain the
legal name and the National Provider
Identifier (NPI) of the ordering
physician;

(iii) The ordering physician must have
an approved enrollment record or a
valid opt-out record in the Provider
Enrollment, Chain, and Ownership
System (PECOS); and

(iv) If the services were ordered by a
resident or an intern, the claim must
identify the teaching physician as the
ordering or referring physician. The
claim must identify the teaching
physician by his or her legal name and
NPI and he or she must have an
approved enrollment record or a valid
opt-out record in PECOS.

(2) Home health beneficiary claims.
To receive payment for ordered covered
Part A or Part B home health services,
a beneficiary’s home health services
claim must meet all of the following
requirements:

(i) The Part A or Part B home health
services must have been ordered by a
physician.

(ii) The claim from the provider of
home health services must contain the
legal name of the ordering physician.

(iii) The ordering physician must have
an approved enrollment record or a
valid opt-out record in the Provider
Enrollment, Chain, and Ownership
System (PECOS).

(iv) If the services were ordered by a
resident or an intern, the claim must
identify the teaching physician as the
ordering or referring physician. The
claim must identify the teaching
physician by his or her legal name and
he or she must have an approved
enrollment record or a valid opt-out
record in PECOS.

(c) A Medicare contractor will reject
a claim from a provider or a supplier for
covered services described in
paragraphs (a) and (b) of this section if
the claim does not meet the
requirements of paragraph (a)(1) and
(b)(1) of this section, respectively.

(d) A Medicare contractor may deny
a claim from a Medicare beneficiary for
covered items or services described in
paragraphs (a) and (b) of this section if
the claim does not meet the
requirements of paragraphs (a)(2) and
(b)(2) of this section, respectively.

m 4. Section 424.516 is amended by
revising paragraph (f) to read as follows:

§424.516 Additional provider and supplier
requirements for enrolling and maintaining
active enrollment status in the Medicare
program.

* * * * *

(f) Maintaining and providing access
to documentation. (1) A provider or a
supplier who furnishes covered ordered
DMEPOS or referred home health,
laboratory, imaging, or specialist
services is required to maintain
documentation for 7 years from the date
of service and, upon the request of CMS
or a Medicare contractor, to provide
access to that documentation. The
documentation includes written and
electronic documents (including the NPI
of the physician who ordered the home
health services and the NPI of the
physician or the eligible professional
who ordered or referred the DMEPOS,
laboratory, imaging, or specialist
services) relating to written orders and
requests for payments for items of
DMEPOS and home health, laboratory,
imaging, and specialist services.

(2) A physician who ordered home
health services and a physician and an
eligible professional who ordered or
referred items of DMEPOS or laboratory,
imaging, and specialist services is
required to maintain documentation for
7 years from the date of the order,
certification, or referral and, upon
request of CMS or a Medicare
contractor, to provide access to that
documentation. The documentation
includes written and electronic

documents (including the NPI of the
physician who ordered the home health
services and the NPI of the physician or
the eligible professional who ordered or
referred the DMEPOS, laboratory,
imaging, or specialist services) relating
to written orders or requests for
payments for items of DMEPOS and
home health, laboratory, imaging, and
specialist services.

m 5. Section 424.535 is amended by
revising (a)(10) to read as follows:

§424.535 Revocation of enroliment and
billing privileges in the Medicare program.

(a) * *x %

(10) Failure to document or provide
CMS access to documentation. (i) The
provider or supplier (as described in
section 1866(j) of the Act) did not
comply with the documentation or CMS
access requirements specified in
§424.516(f) of this subpart.

(ii) A provider or supplier that meets
the revocation criteria specified in
paragraph (a)(10)(i) of this section, is
subject to revocation for a period of not
more than 1 year for each act of

noncompliance.
* * * * *

PART 431—STATE ORGANIZATION
AND GENERAL ADMINISTRATION

m 6. The authority citation for part 431
continues to read as follows:

Authority: Sec. 1102 of the Social Security
Act, (42 U.S.C. 1302).

m 7. Section 431.107 is amended by
adding a new paragraph (b)(5) to read as
follows:

§431.107 Required provider agreement.

* * * * *

(b) * *x %

(5)(i) Furnish to the State agency its
National Provider Identifier (NPI) (if
eligible for an NPI); and

(ii) Include its NPI on all claims
submitted under the Medicaid program.

Dated: April 28, 2010.

Marilyn Tavenner,

Acting Administrator, Centers for Medicare
& Medicaid Services.

Approved: April 29, 2010.
Kathleen Sebelius,
Secretary.

Authority: Catalog of Federal Domestic
Assistance Program No. 93.773, Medicare—
Hospital Insurance; and Program No. 93.774,
Medicare—Supplementary Medical
Insurance Program, and Program No. 93.778,
Medical Assistance Program.

[FR Doc. 2010-10505 Filed 4-30-10; 4:15 pm]
BILLING CODE P
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of the Secretary
45 CFR Part 149
RIN 0991-AB64

Early Retiree Reinsurance Program

AGENCY: Office of the Secretary, HHS.

ACTION: Interim final rule with comment
period.

SUMMARY: This interim final rule with
comment period (IFC) implements the
Early Retiree Reinsurance Program,
which was established by section 1102
of the Patient Protection and Affordable
Care Act (the Affordable Care Act). The
Congress appropriated funding of $5
billion for the temporary program.
Section 1102(a)(1) requires the Secretary
to establish this temporary program not
later than 90 days after enactment of the
statute, which is June 21, 2010. The
program ends no later than January 1,
2014. The program provides
reimbursement to participating
employment-based plans for a portion of
the cost of health benefits for early
retirees and their spouses, surviving
spouses and dependents. The Secretary
will reimburse plans for certain claims
between $15,000 and $90,000 (with
those amounts being indexed for plan
years starting on or after October 1,
2011). The purpose of the
reimbursement is to make health
benefits more affordable for plan
participants and sponsors so that health
benefits are accessible to more
Americans than they would otherwise
be without this program.

DATES: Effective Date: These regulations
are effective on June 1, 2010.

Comment date: To be assured
consideration, comments must be
received at one of the addresses
provided below, no later than 5 p.m.
EST on June 4, 2010.

ADDRESSES: In commenting, please refer
to file code DHHS—-9996-IFC. Because of
staff and resource limitations, we cannot
accept comments by facsimile (FAX)
transmission.

You may submit comments in one of
four ways (please choose only one of the
ways listed).

e Electronically. You may submit
electronic comments on this regulation
to http://www.regulations.gov. Follow
the instructions on the home page.

e By regular mail. You may mail
written comments to the following
address only: Centers for Medicare &
Medicaid Services, Department of
Health and Human Services, Attention:

DHHS-9996-IFC, P.O. Box 8014,
Baltimore, MD 21244-8014.

Please allow sufficient time for mailed
comments to be received before the
close of the comment period.

e By express or overnight mail. You
may send written comments to the
following address only: Centers for
Medicare & Medicaid Services,
Department of Health and Human
Services, Attention: DHHS—9996-1FC,
Mail Stop C4-26-05, 7500 Security
Boulevard, Baltimore, MD 21244—1850.

e By hand or courier. If you prefer,
you may deliver (by hand or courier)
your written comments before the close
of the comment period to either of the
following addresses:

a. For delivery in Washington, DC—
Centers for Medicare & Medicaid
Services, Department of Health and
Human Services, Room 445-G, Hubert
H. Humphrey Building, 200
Independence Avenue, SW.,
Washington, DC 20201.

(Because access to the interior of the
Hubert H. Humphrey Building is not
readily available to persons without
Federal government identification,
commenters are encouraged to leave
their comments in the CMS drop slots
located in the main lobby of the
building. A stamp-in clock is available
for persons wishing to retain a proof of
filing by stamping in and retaining an
extra copy of the comments being filed.)

b. For delivery in Baltimore, MD—
Centers for Medicare & Medicaid
Services, Department of Health and
Human Services, 7500 Security
Boulevard, Baltimore, MD 21244-1850.

If you intend to deliver your
comments to the Baltimore address,
please call telephone number (410) 786—
9994 in advance to schedule your
arrival with one of our staff members.

Comments mailed to the addresses
indicated as appropriate for hand or
courier delivery may be delayed and
received after the comment period.

Submission of comments on
paperwork requirements. You may
submit comments on this document’s
paperwork requirements by following
the instructions at the end of the
“Collection of Information
Requirements” section in this document.

For information on viewing public
comments, see the beginning of the
SUPPLEMENTARY INFORMATION section.
FOR FURTHER INFORMATION CONTACT:
James Slade, (410) 786-1073, for
information regarding the Purpose and
Basis, Requirements for Eligible
Employment-Based Plans, Use of
Reimbursement Amounts, Appeals, and
Disclosure of Data Inaccuracies.

David Mlawsky, (410) 786—6851, for
information regarding the Definitions,

Reinsurance Amounts, Reimbursement
Methods, Including Provision of
Necessary Information, and Change of
Ownership Requirements.
SUPPLEMENTARY INFORMATION: Inspection
of Public Comments. All comments
received before the close of the
comment period are available for
viewing by the public, including any
personally identifiable or confidential
business information that is included in
a comment. We post all electronic
comments received before the close of
the comment period on the following
public Web site as soon as possible after
they have been received: http://
www.regulations.gov. Follow the search
instructions on that Web site to view
public comments.

Comments received timely will be
available for public inspection as they
are received, generally beginning
approximately 3 weeks after publication
of a document, at Room 445-G,
Department of Health and Human
Services, Hubert H. Humphrey Building,
200 Independence Avenue, SW.,
Washington, DC 20201, Monday
through Friday of each week from 8:30
a.m. to 4 p.m. To schedule an
appointment to view public comments,
call 1-800-743-3951.

I. Background

A. Overview of the Early Retiree
Reinsurance Program Enacted as Part of
the Patient Protection and Affordable
Care Act

On March 21, 2010, the Congress
passed the Patient Protection and
Affordable Care Act (the Affordable Care
Act) (Pub. L. 111-148), which was
signed into law on March 23, 2010.
Included in this health insurance reform
law is a provision that establishes the
temporary Early Retiree Reinsurance
Program. This provision addresses the
recent erosion in the number of
employers providing health coverage to
early retirees. People in the early retiree
age group often face difficulties
obtaining insurance in the individual
market because of advanced age or
chronic conditions that make coverage
unaffordable and inaccessible. The Early
Retiree Reinsurance Program provides
needed financial help for employer-
based plans to continue to provide
valuable coverage to plan participants,
and provides financial relief to plan
participants.

The Early Retiree Reinsurance
Program provides reimbursement to
participating sponsors for a portion of
the costs of providing health coverage to
early retirees (and eligible spouses,
surviving spouses, and dependents of
such retirees). Section 1102(a)(2)(B) of
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the Affordable Care Act defines
“employment-based plan” to include a
group benefits plan providing health
benefits that is maintained by private
employers, State or local governments,
employee organizations, voluntary
employees’ beneficiary association, a
committee or board of individuals
appointed to administer such plan, or a
multiemployer plan (as defined by
Employee Retirement Income Security
Act or ERISA). Section 1102 does not
differentiate between health benefits
provided by self-funded plans or
through the purchase of insurance.

Section 1102(a)(1) requires the
Secretary of HHS (the Secretary) to
establish the program within 90 days of
enactment of the law, which is June 21,
2010. We expect this program to be
established by June 1, 2010. By law, the
program will expire on January 1, 2014.
Funding for the program is limited to $5
billion.

II. Provisions of the Interim Final Rule

This regulation establishes 45 CFR
part 149, “Requirements for the Early
Retiree Reinsurance Program.” This part
implements section 1102 of the
Affordable Care Act, which requires the
Secretary to provide reimbursement to
sponsors with certified plans for a
portion of the cost of health benefits for
early retirees and their spouses,
surviving spouses and dependents,
provided funds remain available. In part
149, we established new subparts A
through H. These new subparts set forth
the framework for implementing the
Early Retiree Reinsurance Program
effective June 1, 2010 through January 1,
2014. We are implementing the
statutory requirements of the program as
follows:

A. General Provisions (Subpart A)
1. Purpose and Basis (§ 149.1)

In this section, we provide the
statutory authority for promulgating the
regulation.

2. Definitions (§ 149.2)

Section 1102(a) of the Affordable Care
Act (also referred to as the “statute”)
provides definitions for three specific
terms. One of these terms is the term
“employment-based plan”, which the
statute defines as a “group benefits plan
providing health benefits” that satisfies
certain conditions. The statute at section
1102(a)(1) also specifies that under the
program, the Secretary shall provide
reimbursement to participating
employment-based plans. However, a
plan typically constitutes merely an
arrangement to provide benefits, as
opposed to a discrete entity to which

payments can be directly made or sent.
Thus, the regulation interprets this
provision to require reimbursement
under the program to a “sponsor,” and
defines sponsor as that term is defined
in regulations promulgated for the
Retiree Drug Subsidy (RDS) Program at
42 CFR 423.882. That definition defines
sponsor as a plan sponsor as defined in
section 3(16)(B) of ERISA, 29 U.S.C.
1002(16)(B), except that, in the case of
a plan maintained jointly by one
employer and an employee organization
and for which the employer is the
primary source of financing, the term
means the employer. By defining the
term sponsor in the regulation, and by
specifying that sponsors are the entities
that apply for and get reimbursed under
the program, we believe we are
achieving two important objectives: (1)
We are ensuring that program
reimbursements can be made to actual
existing entities, and (2) We are
promoting consistency with the RDS
Program. This second objective is
critical, as we believe that many of the
entities that will apply for the Early
Retiree Reinsurance Program are entities
that participate in the RDS Program, as
these two programs have many
similarities. Thus, the common use of
terms across the two programs will
minimize confusion, and we believe
will help to maximize program
participation.

Although we drafted the regulation to
specify that a sponsor is the entity that
would be directly paid under the
program, there is still a need to use the
term “employment-based plan” in the
regulation. This is because the statute
envisions that the entity receiving
reimbursement have a benefits
arrangement (that is, a plan) in place
that satisfies certain criteria (for
example, implements programs and
procedures to generate cost-savings with
respect to participants with chronic and
high-cost conditions.) The statute
provides a definition of “employment-
based plan” as constituting a “group
benefits plan” that has certain
characteristics. Those characteristics
(for example, must be maintained by
one or more employers, can include a
multiemployer plan as defined in
section 3(37) of ERISA) borrow
components of the ERISA definition of
a “group health plan”. For that reason,
we define “employment-based plan” as
meaning a “group health plan” as
defined in the RDS regulations at 42
CFR 423.882 that provides health
benefits to early retirees, but excludes
Federal governmental plans. (Unlike the
RDS statutory provisions, the Early
Retiree Reinsurance Program’s statutory

provisions do not expressly include
Federal plans). The RDS regulatory
definition of “group health plan” largely
tracks the ERISA definition. For reasons
previously stated, we believe it is
beneficial to use the same or similar
terminology, and have the same or
similar requirements for the RDS
Program and the Early Retiree
Reinsurance Program, when
appropriate. Because the RDS program
requires a sponsor to have a benefits
arrangement that constitutes a group
health plan, we believe the benefits
arrangement must be in place for
purposes of the Early Retiree
Reinsurance Program (that is, an
employment-based plan), should also be
a group health plan (that is, an
employment-based plan, defined
generally as group health plan).
Generally, the regulation uses the term
“sponsor” when referring to the entity
that applies for and receives
reimbursement under the program, and
uses the term “employment-based plan”
when discussing the health benefits
arrangement the sponsor must offer.

In addition to introducing the
definition of “sponsor”, the regulation
also defines other terms that are not
defined in the statute, including the
term “authorized representative.” We
define this term to mean an individual
with legal authority to sign and bind a
sponsor to the terms of a contract or
agreement. This term is important in the
regulatory provision relating to the
program application and the plan
sponsor agreement. The regulation
requires an authorized representative to
sign a plan sponsor agreement as part of
the program application.

We use the term “benefit option” in
the regulation when discussing the fact
that there is only one cost threshold and
cost limit per early retiree per plan,
regardless of how many benefit options
within that plan the early retiree is
enrolled in, in a given plan year. We
define “benefit option” as a particular
benefit design, category of benefits, or
cost-sharing arrangement offered within
an employment-based plan.

The statute at section 1102(b) requires
that an employment-based plan be
certified by the Secretary, and submit an
application for the program, before the
plan can participate in the program. As
stated above, under this regulation, the
entity that participates in (that is,
applies for) the program, is the plan
sponsor. We will not approve an
application unless the sponsor, and the
employment-based plan, meet their
respective requirements under the
statute and the regulation. Therefore, we
define the term “certified” as meaning
that the sponsor and its employment-
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based plan or plans meet the
requirements of this part and the
sponsor’s application to participate in
the program has been approved by the
Secretary. All elements of this
requirement must be satisfied before a
sponsor can participate in the program.

The statute at section 1102(b)(2)
requires employment-based plans to
have programs and procedures in place
to generate cost savings for participants
with chronic and high-cost conditions.
We define the term “chronic and high-
cost condition” to mean a condition for
which $15,000 or more in health benefit
claims are likely to be incurred during
a plan year by any one participant.
Sponsors participating in this program
are likely to be sponsors that have
offered the applicable plan in previous
years. Sponsors, therefore, will
recognize which conditions are likely to
result in $15,000 in claims in a plan
year for one participant. While we
expect that the employment-based plans
will have programs and procedures in
place that have generated or have the
potential to generate savings for
participants with these conditions,
which may vary across plans,
geographic regions and due to other
factors, we do not expect plans to have
programs and procedures in place for all
conditions for which claims are likely to
exceed $15,000 in a plan year for a plan
participant. To require that plans have
programs and procedures in place to
address all chronic and high-cost
conditions could exclude many
sponsors from participating in the
program and could be overly restrictive.
We expect sponsors to take a reasonable
approach when identifying such
conditions and selecting programs and
procedures to lower the cost of care, as
well as improve the quality of care, for
such conditions.

We define “claim” or “medical claim”
in order to lay out in more detail what
is required on the claim to be
reimbursed under this program, and to
note that the terms “claim” or “medical
claim” include medical, surgical,
hospital, prescription drug and other
types of claims as determined by the
Secretary. The statute at section
1102(a)(2)(A) defines “health benefits”
as medical, surgical, hospital,
prescription drug, and such other
benefits as shall be determined by the
Secretary whether self-funded, or
delivered through the purchase of
insurance or otherwise. The regulatory
definition of “health benefit” clarifies
that such benefits include benefits for
the diagnosis, cure, mitigation, or
prevention of physical or mental disease
or condition with respect to any
structure or function of the body. (As

discussed below, health benefits do not
include benefits specified at 45 CFR
146.145(c)(2) through (4)). Therefore,
per the Secretary’s authority to
determine benefits for which claims
may be submitted, the terms “claim” or
“medical claim” include claims for the
benefits set out in the definition of
“health benefit.” This list of benefits, for
which the Secretary has the authority to
determine are appropriate under the
program, is not exhaustive.

The statute at section 1102(a)(2)(C)
defines “early retirees” as individuals
who are age 55 and older but are not
eligible for coverage under Medicare,
and who are not active employees of an
employer maintaining, or currently
contributing to, the employment-based
plan or of any employer that has made
substantial contributions to fund such
plan. We have incorporated this
definition into the regulation, and we
clarified that spouses, surviving
spouses, and dependents are also
included in the definition of early
retiree. This definition accommodates
the language in section 1102(a)(1) of the
statute, which states that reimbursement
under the program is made to cover a
portion of the costs of providing health
coverage to early retirees and to the
eligible spouses, surviving spouses, and
dependents of such retirees. This
definition accommodates the language
in section 1102(a)(1) in such a way that
reimbursement can be made under the
program for the health benefit costs of
eligible spouses, surviving spouses, and
dependents of such retirees, even if they
are under the age of 55, and/or are
eligible for Medicare. We believe the
statute can reasonably be interpreted to
provide reimbursement for the health
benefit costs of such individuals. This
interpretation will provide additional
assistance to sponsors, which will
encourage them to continue to offer
coverage to the spouses, surviving
spouses, and dependents of early
retirees.

The regulatory definition of early
retiree also clarifies that the
determination of whether an individual
is not an active employee is made by the
sponsor in accordance with the rules of
its plan. However, an individual is
presumed to be an active employee if,
under the Medicare Secondary Payer
(MSP) rules in 42 CFR 411.104 and
related Centers for Medicare & Medicaid
Services’ (CMS) guidance, the person is
considered to be receiving coverage by
reason of current employment status.
The presumption would apply whether
or not the MSP rules actually apply to
the sponsor. We also clarify that a
sponsor may treat a person receiving
coverage under its employment-based

plan as a dependent in accordance with
the rules of its plan, regardless of
whether that person constitutes a
dependent for Federal or state tax
purposes. These two clarifications are
also found in the RDS regulation in the
definition of “qualifying covered
retiree,” under which, as that term
implies, an individual must be a retiree.
As previously stated, we believe that
regulatory terminology and concepts
should be the same or similar between
the RDS Program and the Early Retiree
Reinsurance Program when appropriate,
and we believe it is appropriate when
determining whether an individual is a
retiree under each program. Finally, in
the regulatory definition of “early
retiree,” we also clarify that for purposes
of this definition, the phrase “an
employer maintaining or currently
contributing to the employment-based
plan or any employer that has made
substantial contributions to fund such
plan,” which is also found in the
statutory definition of “early retiree,”
means a plan sponsor. Under ERISA
(and the RDS Program regulation), a
plan sponsor is an entity (such as an
employer) that establishes or maintains
a group health plan. Thus, because this
part of the statutory definition of early
retiree in the Affordable Care Act speaks
to the relationship between the sponsor
(for example, the employer) and the
employment-based plan, we believe this
clarification is appropriate.

Section 149.610 of this regulation
permits the Secretary to reopen and
revise a reimbursement determination
upon the Secretary’s own motion or
upon the request of a sponsor within 1
year of the reimbursement
determination for any reason, within 4
years of the reimbursement
determination for good cause, or at any
time in instances of fraud or similar
fault. These three standards are the
same regulatory standards that apply
with respect to CMS’ ability to reopen
or revise an initial or reconsidered
determination under the RDS Program,
at 42 CFR 423.890(d). The RDS
regulatory provision provides examples
of what constitutes “good cause,” and
again, because of the similarity between
that program and the Early Retiree
Reinsurance Program, we believe those
examples would be appropriate for the
latter. Therefore, similar to the RDS
regulation, this regulation provides the
following examples of good cause: (1)
New and material evidence exists that
was not readily available at the time the
reimbursement determination was
made, (2) A clerical error in the
computation of the reimbursement
determination was made, or (3) The
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evidence that was considered in making
the reimbursement determination
clearly shows on its face that an error
was made. For example, if a sponsor
receives a post-point-of-sale price
concession that was not known at the
time a reimbursement determination
was made, good cause may be found
and the reimbursement determination
may be reopened and revised.

The statute at section 1102(a)(2)(A)
defines “health benefits” as medical,
surgical, hospital, prescription drug,
and such other benefits as shall be
determined by the Secretary, whether
self-funded, or delivered through the
purchase of insurance or otherwise. We
clarify in the regulatory definition that
such benefits include benefits for the
diagnosis, cure, mitigation, or
prevention of physical or mental disease
or condition with respect to any
structure or function of the body. This
is not an exhaustive list. We also specify
that health benefits do not include
certain benefits designated as excepted
benefits under the regulations
implementing the health insurance
portability provisions of the Health
Insurance Portability and
Accountability Act (HIPAA). Those
provisions impose certain requirements
on group health plans and group health
insurance issuers, but do not apply
those requirements to certain
arrangements that typically are not part
of a major medical plan (that is,
excepted benefits). For example, long-
term care benefits are excepted benefits.
In the context of the Early Retiree
Reinsurance Program, we do not believe
it would be appropriate to consider
health benefits as including benefits
provided under such arrangements, as
we believe the best read of the statutory
phrase “medical, surgical, hospital,
[and] prescription drug” means such
major medical benefits.

In order to aid stakeholders in
understanding when the Secretary will
make reimbursement to a sponsor, we
define the term “incurred” to mean the
point in time when the sponsor, health
insurance issuer, group health plan or
plan participant, or a combination of
these or similar stakeholders, become
responsible for payment of the claim. In
short, the Secretary will not pay a
sponsor until a claim has been incurred
and paid, as the statute at section
1102(c)(1)(B) specifies that claims “shall
be based on the actual amount
expended.”

We define a “negotiated price
concession” as any direct or indirect
remuneration that would serve to
decrease the costs incurred under the
employment-based plan. We set out
examples of what negotiated price

concessions are, which include
discounts, rebates, coupons, and goods
in kind. The list at § 149.2,
“Definitions,” describing what may
constitute a negotiated price concession
is not an exhaustive list.

Because the statute does not use the
terms “early retiree” and “plan
participant” interchangeably, we define
the term “plan participant” to include all
enrollees in a plan, including an early
and other retiree, an early and other
retiree’s spouse, surviving spouse, and
dependent, and an active employee and
an active employee’s spouse and
dependent.

The statute at section 1102(c)(1)(B)
specifies that claims submitted under
the program “shall be based on the
actual amount expended by the
participating employment-based plan
involved within the plan year” for the
health benefits provided to early retirees
and eligible spouses, surviving spouses,
and dependents. This regulation
includes a definition of plan year, and
defines plan year as the year that is
designated as the plan year in the plan
document of an employment-based
plan, except that if the plan document
does not designate a plan year, if the
plan year is not a 12-month plan year,
or if there is no plan document, the plan
year is: (1) The deductible or limit year
used under the plan, (2) the policy year,
if the plan does not impose deductibles
or limits on a 12-month basis: (3) the
sponsor’s taxable year, if the plan does
not impose deductibles or limits on a
12-month basis, and either the plan is
not insured or the insurance policy is
not renewed on a 12-month basis, or (4)
the calendar year, in any other case. We
define this term in such a way to give
deference to the plan year the sponsor
has already established for other
purposes. However, we balance that
deference with our belief that the intent
of the statute is to calculate
reimbursement amounts, and to apply
the cost threshold and cost limit, to
periods of time that are 12 months in
duration. We believe most sponsors’
plan years are in fact 12 months in
duration.

The term “post point-of-sale
negotiated price concession” is defined
because not all negotiated price
concessions occur at or before the point
of sale. The statute requires negotiated
price concessions to be excluded from
the calculation of reimbursement, which
causes reimbursemen